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Significant New Use Rule% General
Provisions For New Chemical Follow-
Up
AGENCY: Environments! Protection
Agency (EPA).
ACTION Final rule.

SUMMARY EPA, under sections 5 and
26[c) of the Toxic Substances Control
Act [TSCA), is establishing an expedited
process for issuing significant new use
rules (SNURS) for certain new chemical
substances. The new process will apply
to: (1) New chemical substances for
which EPA has issued orders under
section 5(e) of TSCA, and (z) other new
chemical substances for which no
section 5(e) orders have been issued, but
which may present hazards to human
health or the environment if exposures
or releases are significantly different
from those described in the
premanufacture notice [PMN). FIA is
also establishing standard language for
designating certain significant riew uses,
recordkeeping, and other requirements.
DATES In accordance with 40 CFR 23.5
(50 FR 7271), this rule shall be
promulgated for purposes of judicial
review at 1 p.m.eastern time on Aagttst
10, 1989. This rule shall become effective
October 10, 1989.
FOR FURTHER INFORMATION CONTAC~

Michael M. Stahl, Director, TSCA
Assistance Office (TS-799], Office of
Toxic Substances, Environmental
Protection Agency, 401 M St., SW.,
Washington, DC 20480, Telephone: (2o2)
554-1404, TDD (202) 544-0551.
SUPPLEMENTARY INFORMATION This rule
establishes standardized significant new
uses and recordkeeping requirements
which can be cited in S.YWRS applicable
to individual substances. The rule also
establishes procedures for expedited
promulgation of SNURS, and for EPA
consideration of requests from
interested parties to amend or revoke
SNURS.

Public reporting burden for this
collection of information is estimated to
average 12.2 hours per response for
Subpart B, and to average 25.3 hours per
response for Subpart C, including time
for reviewing instructions, searching
existing data sources, gathering and
maintaining the data needed, and
completing and reviewing the collection
of information. Send comments
regarding the burden estimate or any
other aspect of this collection of
information, including suggestions for

.
reducing this burden, to Chief,
Information Folicy Branch, PM-223, U.S.
Environmental Protection Agency, 401 M
St., SW., Washington, DC 20460 and to
!he Office of Information and Regulatory
Affairs, Office of Management and
Budget, Washington, DC 20503 marked
“Attention: Desk Officer for EPA.”

L Authority

Section 5(a)(2) of TSCA (I5 U.S.C.
2604 (a)(2)) authorizes EPA to desi~nate
a use of a substance as a significant new
use. EPA makes this designation by
issuing a SNUR after it has considered
all relevant factors, including those
listed in section 5(a)(2). Under section
5(a)(l)(B) of TSCA, persons must submit
a significant new use notice to EPA at
least 90 days before they manufacture,
import, or process a substance for a
significant new use. Persons subject to a
SNUR must follow the same rules and
procedures as persons who are required
by section 5(a)(l)(A) of TSCA to sabmit
a PMN.

Section 26(c) Gf TSCA (15 U.S.C.
2625(c)) authorizes EPA to take action
under other sections of TSCA with
respect to categories of chemical
substances.

H. Introduction

A. Summery

This rule amends 40 CFR Part 721 by
establishing new Subparts B, C, and D
and by amending Subpart A. Other
amendments to Subpart A were recently
promulgated at 53 FR 28358 (July 27,
1988).

In Subpart A this rule establishes
definitions of terms found in Subparts B,
C, and D. Some of the terms were
proposed in the Federal Register of April
22, ]988 (51 FR 15104), and of April 29,
i987 (52 FR 15593): other terms were
added in response to comments made on
the proposed rules. The new terms were
included because they were necessary
fm the practical functioning of Subparts
B, C, and D, None of the new terms
modifies the substance of the proposed
rules.

Subpart B establishes standard
significant new use designations. Each
standard significant new use will apply
to a specific substance only if it is cited
in the SNUR for that specific substance.
EPA may designate as significant new
uses activities other than those for
which standard designations are
provided fm in Subpart B. When the
standald designations contained m
Subpart B do not provide an adequate
description of a significant new use,
EPA will develop an appropriate
designation and use it in the SNUR for
the specific substance. If EPA expects to

use the same laneua~e in future SNURS,
EPA will amend ~ub~art B to include the
new use designation. The hazard
communication provisions contained in
Subpart B were prGposed on April 22.
1986 (51 FR 15104). All other provisions
contained in Subpart B were proposed
in the Federal Register of April 29, 1987
(52 F’R 15594).

Subpart C establishes recordkeeping
requirements which will apply for a
specific substarwe only if cited in the
SNUR for that specific substance. EPA
may designate recordkeeping
requirements other than those for which
standmd designations are provided for
in Subpart C. When the standard
designations contained in Subpart C do
not provide an adequate description of a
needed recordkeeping requirement, EPA
will develop an appropriate description
and place it in the SNUR for the specific
substance. If EPA expects to use the
same language in future SNURS, EPA
will amend Subpart C to include the
new recmdkeeping requirement. Subpart
C was proposed in the Federal Register
of April 29, 1987 (52 FR 15594).

Subpart D contains expedited
procedures for establishing significant
new use requirements for certain new
substances that have completed PMN
review and are regulated by an order
issued under section 5(e] of TSCA.
Subpart D also contains criteria used to
determine whether uses not identified in
the PMN of substances which have
completed PMN review and have not
been the subject of a section 5(e) order
will be considered candidates for a
SNUR under expedited procedures. In
addition, Subpart D contains a
procedure through which a person may
request limitation or revocation of
SNURS which were promulgated under
this expedited procedure. Subpart D
limits the significant new use
designations that may be included in
SNURS issued under the expedited
procedures for non-section 5(e)
substances. Subpart D was propmed in
the Federal Register of April 29, 1987 (52
FR 15593).

Subpart E was established in the
Federal Register of February 2, 1988 (53
FR 2845). It contains SNURS for specific
chemical substances.

B. Changes From the Proposed Rule

As discussed above, the hazard
communicaticm provisions of this final
rule were proposed on April 22, 1986,
and the remainder of this rule was
proposed on April 29, ]987. The
following changes have been
incorporated in this final rule:

1. The proposed standard significant
new use designations and reccmdkeeping
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requirements in Subparts B and C have
been modified to be consistent with the
standard provisions for section ~(e]
consent orders which were deve!oped in
a public comment process announced in
the Federal Register of Sfarch 6, 1988.

2. This ru!e ddopts most cf the
occupational Safety and Hea!th
Administration’s (OSHA) hazard
communication standard [29 CFR
1910.1200). EPA is not adopting certain
parts of OSHAS hazard communication
standard because they either are
covered in other sections of EPA rules or
are not applicable. EPA did not adopt a
requirement in OSHA’S standard
(pertaining to trade secrets) t!lat the
identity of the substance must b~
released to a physician or nurse [!uring a
medical emergency. Instead, EPA has
required that a person who earl provide
treatment information when a person
has been exposed to the SNL!R
substarice be designated in the material
safety data sheet (MSDS) and on the
label. EPA received no comment orr this
issue.

3. On April 29, 1987, EPA had
proposed a program under which it
would issue immediately effective final
SNURS for new chemical substances
subject to TSCA section 5(e) Grders, or
which met certain hazard and exposure
criteria.

This final rule significantly changes
the proposed approach to provide a
greater opportunity for public comment.
EPA will issue SNURS under one of
three procedures. The three mechanisms
are: direct final rules, immediately
effective interim final rules, and notice
and comment rulemaking. EPA intends
to use the direct final rulemaking
process as its usual method for issuing
new substance follow-up SNURS, but
reserves the right to use immediately
effective interim final or notice and
comment rulemaking as appropriate.

Direct final rulemaking is the same as
a procedure that is used by EPA for
rulemaking under the Clean Air Act. In
the Federal Register of June 23,1982 (47
FR 27073), EPA discussed streamlining
the State Implementation Plan (SIP)
review process. In that notice, EPA
announced that it would promulgate
certain SIP revisions for whic!l no public
comment was expected using an
“immediate final rrdemaking, ” EPA has
decided to adopt the same process for
issuing SNURS under this rule because
EPA does not generally anticipate public
comment on these SNURS.

The process adopted for SNURS under
this rule as “direct final rulemaking”
works as follow-s: EPA will issue a
document in the final rule section of the
Federal Register which contains the
final SNUR, The Federal Register

document will state that the SNUR will
be effective 60 days from the date of
prrblication, unless, within 30 days fro,m
the date of publication, EPA receives
written notice that someone intends to
submit adverse or critical comments. If,
within 311days from the date of
puh!icaticm, EPA receives notice that
someone intends to submit adverse or
critical comments, EPA will withdraw
the direct final rule by issuing a
document in the final rule section of the
Federal Register. EFA will
simultaneously issue a proposed rule in
the proposed rule section of tha Federal
Register. ‘Ile proposed rule will
establish a 30-day comment period, and
wi!l identify any objections to the rule of
which EPA has been notified. EPA wili
then consider any comments received
and de~jde either to issue a final rule
promulgating the SNUR or withdl aw the
proposal.

EPA believes that this process
provides an improved opportunity for
public participation consistent with the
objective of providing for prompt
promulgation of SNURS to follow-up on
new chemical substances. EPA will
generally use this approach because it
significantly reduces the time, relative to
notice and comment ruiemaking, during
which a person may !egally engage in a
significant new use before the SNUR
effective date. This option saves EPA
resources because routinely only one
Federal Register document is required to
establish a SNUR.

Immediately effective interim final
rules will work as follows: These SNURS
will be issued as interim final rules and
will be effective on the day of
publication. A 30-day comment period
begins on the day after publication. The
rule ceases to be in effect 180 days from
the date of publication unless during
that time EPA issues a final rule
addressing any comments received. This
option provides the greatest possible
reduction in the period during which a
person may legally engage in an activity
EPA intends to regu!ate as a significant
new use because the rule is immediately
effective and enforceable. EPA expects
to use interim final rulemaking for
SNURS when EPA has reason to believe
that someone is likely to engage in the
significant new use before the rule
wouid g!J into effect under direct final or
notice and comment rulemaking. EPA
will explain its reasons when it uses this
procedure for a specific SNUR.

EPA expects to follow notice and
comment rulemaking procedures to
issue SNURS in cases where it expects
adverse or critical public comments on a
SNUR. While this option maximizes the
period during which a person may
engage in the activity EPA intends to

regulate under a SNUR, it also gives
maximum pu’b!ic notice, and ensures a
full period to address any significant
issues. A frrll notice and comment cycle
requires publication of two documents
dnd tht}s will cost mrrw then ths dire;t
final metfic,d in most cases.

9. EPA had proposed that information
submission requirements be imposed
under TSCA section tl(d) for all
substances, and under section 8(a) for
some substances, subject to SNtJRs on
an expedited basis. EPA has ~i~t
adopted this aspect of the propcwl.
Such rules will be issued on a case-by-
case basis as necessary, and
consequently will not be issued under
the expedited procedures of this final
ru!e.

5. EP.4’s response to comments
document (available in the public docket
for this rule) supplements this preamble
by addressing the public comments
received on all aspects of this rule.

III. Provisions of the Fkral Rule

A. Amendments to Subparts A ond B:
Standard Language Describing
Significant A[ew Uses

Subpart A is amended to establish
new definitions needed for the
functioning of Subparts B, C, and D. The
new Subpart B contains standard
language which EPA will use in
designating certain activities as
significant new uses. Using standard
language will reduce potential confusion
due to minor language variations from
SNUR to SNUR. When EPA wishes to
designate an activity described by
standardized language as a sigmflcw,t
new use for a particular substance, it
will list the substance in Subpart E and
reference the appropriate standard new
use language from Subpart B. Subpart B
now contains the following sections:
$721.50 Applicability,
3721.63 Protection in the workplace,
$721.72 Hazard communication program.
$721.80 Industrial, commercial, and

consumer activities.
$721.85 Disposal,
$721.90 Re!ease to water.
$721.91 Computation of estimated Suifiice

water concentrations; instructions.

When appropriate starrdard language
is not contained in Subpart B, EP.4 may
amend Subpart B to add additional
standardized language. This standard
language will establish a significant new
use for a particular new chemical
substance only when it has been cited in
a .!XNURin Subpart E. EPA also intends
to use standard provisions in section
5(e] consent orders; the standard SNUR
language is designed to track the
corresponding section 5(e) order
provisions.
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In codifying standard language for
designation of significant new uses, it is
not EPA’s intent to discourage persons
subject to SNURS from proposing more
effective alternative approaches to limit
exposure or environmental release. EPA
encourages manufacturers, importers,
and processors to seek approval of more
effective alternative control measures
under $721.30.

1. Section 72?1.63Protection in the
workp/ace, This section designates new
uses based on dermal and respiratory
exposure and requires that employers
demonstrate that chemical protective
clothing is impervious to the substance.
Changes from the proposal are designed
to enable the Agency to more precisely
cite exposures of concern and protective
measures. The rule provides an
exclusion from the workplace protection
pro~.ision for mixtures containing low
concentrations of the substance and
establishes procedures persons must
follow if they discover that their
customers are engaging in activities
inconsistent with the provisions of
$ 721.63(a).

i. Dermu]protection. Section 721.63(a)
will be cited whenever dermal exposure
is a concern. This provision establishes
a performance-based approach to
dermal protection, The language allows
employers to determine which
employees are reasonably likely to be
dermal!y exposed by evaluating the
work area. Each employer has the
responsibility to select, provide, and
enforce the correct use of the
appropriate personal protective
equipment for dermal protection.
Employer selection of control measures
may take into account engirieering
controls and work practices instead of,
or in addition to, personaI prrrtective
equipment. Dermal protection applies
only to persons who me reasonably
likely to be dermally exposed.
Reasonable and feasible engineering
controls may often eliminate the need
for personal protective equipment
because the “reasonably likely to be
exposed” finding will not be made.
Under special circumstances EPA will
cite the menu in $ 721.63(a)(2) to specify
the type of personal protective
equipment that must be used for dermal
protection in addition to the
performance-based approach. A menu of
physical forms at $ 721.63 (a)[6) a!lows
ihe SiN[JR to establish ccmtrols
:~ppropriate to substances which bc~.~e
high vapor pressure and to which
airborne exposures are likely as well as
to substances which have low vapor
pressure and to which airborne
exposures are unlikely, consistent with

a section 5(e) order on which khe S.NUR
is based.

Section 721.63(b) exempts mixtures
containing a concentration less than or
equal to a concentration specified in
Subpart E of this Part for a substance
from dermal protection requirements,
but excludes from exemption mixtures
which might concentrate above the
exemption limit. The concentration
specified will ordinarily be one percent
of the chemical subs!ance [one tenth
percent if the chemicai substance is a
carcinogen), which is consistent with the
similar OSHA exemption, but other
concentrations will be specified when
appropriate. This exemption is not
intenrfed to cover a case where the
substance is present in the mixture in
concentrations greater than the level set
in Subpart E of this Part, even though
the airborne concentration of the
mixture may be less than the level se! in
Subpart E of this Part.

EPA has aclded definitions for “work
area” afid “workplace” to Subpart A t~
clarify use of those terms in $721.63.
EPA developed the performance-based
dermal protection provisions in
response to comments favoring use of
performance- based provisions
whenever appropriate. EPA has retained
standard !anguage for describing
specific types of personal protective
equipment. EPA will cite this language
when it determines that a particular
type of personal protective equipment is
essential for adequate worker
protection.

ii. Demonstration of Imperviotisa PSS,

EPA requires that employers
demonstrate that chemical protective
clothing is impervious to the substance
u~der the conditions and duration of
exposure.

EPA is allowing two methods to
demmstrate imperviousness: (a) Actual
testing of the chemical protective
clothing by the employer, and/or [b]
evaluation of the chemical protective
clothing manufacturer’s specification
data. EPA expects the demonstration of
imperviousness will address the total
environment to which the chemical
protective clothing is exposed. EPA
expects that factors affecting physical
integrity such as abrasions, punctures,
and tears will be considered. The
employer must also consider penetration
and permeation by the substanc~ under
the conditions and duration of exposure.

iii. Ilespi,.otory protection. Section
721.63 (a](4) anJ (3) will be cited wi]en
inhalation expusure to the substance is
a concern, and wilI specify the
appropriate category of respirator for
the substance from the iists contained in
this section. The list of classes of

respirators from which EPA will make
selections has been expanded to provide
a more cornp!ete range of options and a
list of physical states has been added at
$ 721.63(a)(6) to allow EPA to specify
protective measures against respiratory
exposure from low-vapor pressure
substances (e.g., acryIates] when they
are used in a manner likely to cause
exposure, while allowing the measures
to be omitted when the substances are
used in a manner not likely to cause the
exposure.

EPA encourages employers to
evaluate their work areas and to
implement industrial hygiene programs
that consider the use of engineering
controls to reduce m eliminate
inhalation exposure. If an employer
wishes to use respiratory protection
controls which differ from those
specified in a SNUR, the employer may
request EPA approva! for their use
under $721.30.

EPA received comments suggesting
that it adopt a performance-baserf
approach to control respiratory
exposure. EPA is considering
development of performance-based
provisions and will incorporate them
into $721.63 when developed. However,
until performance-based provisions are
available and the rule is amended, EPA
will coniinue to specify respiratory
protection equipment.

iv. Law concentrations in mixtures.
As noted above, $ 721,63(b) provides an
exemption from use of controls on
exposure when the substarice is present
in the workplace in a m,ixture with
concentration of the substance less than
or equal to a concentration specified in
Subpart E of this Part for a substance
from dermal protection requirements,
but excludes from exemption mixtures
which might concentrate above the
exemption limit. The concentration
specified will ordinarily be one percent
of the chemical substance (one tenth
percent if the chemical substance is a
carcinogen), which is consistent with the
similar OSHA exemption, but other
concentrations will be specified when
appropriate. The exemption would not
apply if using or processing a mixture
containing the substance at a
concentration beIow the exemption level
is likely to concentrate the substance
above the exemption level. This
exemption is not intended to cover a
case where the substance is present in
the mixture in ccncentra!icns greater
tl,aa the level set in Subpart E of this
Part, even though the airborne
concentration of the mixture may be less
than the level set in Subpart E of this
Part. This exemption was not inc!uded
in the proposed rule, but EPA has
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included it in response to comments to .
enable the provisions of ~ 721.&l to be
consistent with the provisions of
!i 7zI.7z(e] and (Xi iA practice.

v. Rec;pient Gc&ivi~iesin,:onsistent
it.;fha program forpmtecti(m in the
workplace. Seciion Z!l.5[rf),
p! omciga ted ]u]y 27, 1988 (53 FR 28354].
sets forth procedures that persons
subject to a SNUR (suppliers) must
follow if they become aware that a
customer is engagiflg in a significant
new use, for example, the customer is
not complying with workplace
protection requirements. This section
requires that the sup~lim stop
distribution of the suostanee !O that
customer and notify EPA of the
customer’s failure tcr cornp!v. EPA
received comments that under s(lme
circums[mces invo!ving worker
protection measures this requirement
could be unnecessarily harsh. In
response, EPA has added $ 721.63[d),
which allows the supplier to notify the
customer in writing if its activities are
inconsistent with a required worker
protection program. If the supplier can
then document that the customer has
provided a written statement of
assurance that a-ppropriate measures to
provide a worker protection program
have been taken, the supplier is not
required to stop supplying the customer.
[f a supplier Iater learns that the
customer has failed to provide required
worker protection, the supplier must
S!Op distributing to that customer and
foilow the requirements of $ 721.5(d).

2. Section 721.72 HGzGrd
communicGticm progmm. -

L Introo’<[ction. Section 721.72
establishes EPAs workplace hazard
communication program. The section
will be cited whenever EPA determines
that it is necessary to inform workers of
potential hazards and exposures in the
workplace and how they must act to
protect themselves under both routine
and emergency conditions. EPA has
received comments that a program will
be easier to implement and more
effective if it parallels the OSHA hazard
communication standard to cover
numerous existing chemicals which are
present in the workplace. EPA agrees,
and the provisions of $721.72 parallel
those of OSHA’S standard where
possible, but there are differences
between the two. The most significant
differences are: (a) The OSHA standard
requires an employer to make a hazard
determination, while in the EPA
standard the hazard determination is
made by EP.+, (b) the OSHA standard
allows the employer to develop
language for labels and for the MSDS,
while in $ 721.72 EPA provides certain

. ——

langua:e to be included on the label and
MSDS; [c) the OSHA standard hes a
!rade secrets provision whiie $ 721.72
does not; and (d) $ 721.72 requires that
envi~orimcutal hazards be listed on [he
contaiaer label and the MSrDS while :he
@SHA standard does I](>i. The j>rirnrry
ieawn for {he firsi two dit’it:r::occs is
that, in evaluating cew substances. EPA
is most often relj~ing on a findin~ tka! a
substance may present a risk, pending
the develc,prnent of additional data.
OSHA’S standard applies to s.ubs?ances
for which more definitive data are
available. and which are known {:>
present certain hazards. A separate
trade secrets provisio:? is noi Toquired,
as section 14 d TSCA and EPA’s ral~~s
is~ued to implement section I-I
adequately address the iscue. ‘f%e fourth
difference stems from EpA’s broader
mandate to Protect LhI? FXIvkOIInlf!nt, aS

well as human health, from
unreasonable risks.

ii. Written hazard comn~ulljcolioll
program. Section 721.72(a) sets forth
requirements for a written hazard
communication program, which requires
that each employer develops a written
plan to ensure that employees who may
be exposed to the substance will be
made aware of the hazards involved,
and specifies ernp!oyee information and
training, such as control measures to
prevent employee exposure and release
to the environment. The written program
must be availabIe to each employee,
upon reqliest. The proposed rule did not
require a written hazard communication
program. EPA included the written
program in the final rule because EPA
determined that a written program is
necessary for a complete hazard
communication program, and to paral!el
more closely the requirements of
OSHA’S standard, as suggested by
cornmenters.

iii. Labe/ing. Section 721.72(bj sets
forth labeling requirements for
substances subject to ~ 721.72. It
addresses both labeling of substances in
the workplace and labeling for
distribution in commerce. It requires
information on both types of labels to
alert employees to the possible health
and environmental hazards of the
substance and precautionary measures
to prevent exposure and/or release to
the environment. The label must refer
the user to the MSDS for details.
Container labels used outside the
workplace must have the name and
address of a responsible person who can
be contacted for additional information
on the substance, including appropriate
emergency procedures.

iV. hZaterio/ sufety dt:fo Shce[s. [Jnder
$ 721.72(c) an employer is required to

obtain or develop an h4SDS. The MSDS
format is not specified by EPA; however,
EPA does specify information that must
be lis!ed, if known, including: Physical
and chemical characteristics, health and
environmental hazards, signs and
s> mpioms of exposure, medical
condil tons which may be aggruva~ed Ly
exposure, primary route(s) of exposure,
and appropriate rne:mures to control
worker exposure and/or environmental
release. The final mle does not make
any substantive changes to the proposal.

An employer who distributes the
s]~bstance must pro~,ide the MSiXi at the
time of the initial shipment and with the
first shipment after each MSDS update.
H the substance is not currently bei~g
produced, imported, processed, or used
in the workplace, the employer must add
new information to the MSDS before the
substance is reintroduced into the
workplace.

v. EmpIoyee iirfor.matiorr and trGining.
The proposed employee information md
training requirements have been
changed to place more emphasis on
training. The training and information
must be provided at the time of initial
employee assignment to a work area
and whenever a substance subject to
S 721.72 is introduced into the work
area.

The employee information and
training program must identify and
address each substance subject to them
provisions in tffe employee’s work area,
EPA intends that the employee who is
reasonably likely to be exposed be
made aware of and understand the
health and environmental hazards of the
substance and the control measures the
employer is providing. This training
requires an explanation of the MSDS
required for each substance. All acute
and chronic human health hazards
known by the empioyer and identified in
Subpart E must be listed, and the
warning terms and phrases used to
indicate the hazard must be explained.
The personal protective equipment,
engineering controls, and other
measures used to control worker
exposure and/or environmental release
must be listed and explained. The
training must also include methods and
observations that may be used to detect
the presence or release of each
substance. Employees of contractors,
and other workers not directly employed
by the employer, must also receive the
training and written materials, if tbe
determination has been made that they
are reasonably likely to be exposed to
the substance.

Employees must also be given
information to help them identify all
operations in their work area where the
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substance is present, and how they may
be exposed. Employees must be
informed about the specific
requirements of the labeling program,
the requirements for the MSDS, and all
aspects of the hazard communication
program that are relevant to their work
assignments.

vi. Low concentrations in mixtures.
Se~tion 721.72 (e] provides an exemption
from the requirements of S 721.72 if a
substance is present in the workplace
only in a mixture containing a
concentration less than or equal to a
concentration specified in Subpart E of
this Part for a substance, but excludes
from exemption mixtures which might
concentrate above the exemption limit.
The concentration specified will
ordinarily be one percent of the
chemical substance (one tenth percent if
the chemical substance is a carcinogen],
which is consistent with the similar
OSHA exemption, but other
concentrations will be specified when
appropriate.

This low concentration exemption
was not included in the proposed rule.
EPA decided to include this provision in
response to comments which stated that
without such an exemption the EPA
program would be inconsistent with the
OSHA standard.

vii. Existing hazard commrmication
program. Section 721.72(fJ clarifies the
status of programs and procedures
established under the OSHA standard
and other rules. EPA intends that no
unnecessary duplication of effort be
required when complying with $721.72.
Commentera voiced their concerns
about duplication of efforts because
many already have a hazard
communication program required under
other rules. In all situations, if an
employer is complying with another rule
and those efforts meet or exceed the
requirements of $721.72, no additional
action is necessary to comply with
$ 7~1.72,

viii. Human and environmental
huzard and precautionary statements.
Section 721.72(g) provides ihe standard
language that EPA will specify for labels
and MSDSS. EPA beIieves this
standardization will provide consistency
in content and organization to the
writing of SNURS. EPA’s requirements
do not exclude the addition of other
material to the labels and MSflSs, but
they provide a minimum set of
information which must be provided.

3. Section 721.80 Industrial,
commercial, and conbumer act isit;e:;.
Section 721.80 designates certain
activities as significant new uses.
Significant new uses described in this
section include: Manufacture,
processing, or use in non-enclosed

p;occsses; manufacture (except’ for
export] of the substance associated with
any use; use other than as an
intermediate; use other than as a site-
lirni!ed intermediate; use as an
intermediate, where the concentration of
the substance in products intended for
distribution in commerce exceeds the
percentage specified by EPA non-
industrial use; commercial use; use in a
consumer producti annual manufacture
and importation volume greater than
that specified by EPA; and manufacture,
processing, or use in physical forms
specified by EPA.

Some commenters on the proposed
rule stated that the uses described in
$721.80 are too broad and might require
unnecessary notification. EPA has
considered the comments, and has
added additional uses where possible.
For the most part, however, EPA has
decided to promulgate the uses as
proposed. EPA cannot predict and
enumerate SNURS for every possible use
variation that might lead to significant
exposure or release. Often it is more
practical to simply identify the category
of use that is of concern. When EPA
receives a significant new use
notification, it will evaluate the specific
use that is then proposed to determine
whether it may present an unreasonable
risk.

4. Section 721.85Disposal. Section
721.85 designates specific ongoing Oi
allowed disposal methods. Any other
method is designated as a significant
new use, requiring that manufacturers.
importers, and processors submit a
significant new use notice 90 days
before ~mploying such a disposal

method.
Some commenters argued that the

provisions of ~ 721.85 duplicate EPA
rules issued under the Resource
Conservation and Recovery Act and are.
therefore, unnecessary. EPA intends to
include disposal provisions in SNLIRS
when it determines that disposal of the
substance may not be adequately
addressed by existing disposal rules.
EPA can consider requests to limit or
revoke S,NI-JRSunder the provisions of
$721.85, if submitters believe they are in
fact reclundant.

5. Section 721.90Release to water.
Section 721.90 contains standard
language for designating significant new
uses involving release to water. Section
721.90(a) addresses manufacture
streams, $ 721.90(b) addresses
processing streams, and $ 721.90(c)
acic!rmses use ~trcams. Sec!ion 721.90
(:1)[2), ibj(zj, and (c)[z) include a iist U;
treatment technologies. EPA may
specify one or more of these
technologies for a substance if i[
determines that release without

application of the specified treatment
technology would constitute a
significant new use. Section 721.90
(a)(4)t (b)(4), and (c)(4) require
notification only if the predicted
environmental concentrations exceed a
specified level.

In the proposed rule. reporting
requirements for release to water were
addressed in two sections. One covered
process streams, the other, use streams
The definition of process stream had
included both processing and
manufacture. EPA determined that it
will not always be appropriate to
require reporting for both processing
and manufacture, so it has modified the
language of the rule to allow each to be
specified separately as well as to
specify them together. To do SO.EPA
has added a definition for
manufacturing stream and sharpened
the definition of processing stream so
that it does not inchrde manufacturing,
and has established separate sections
for manufacturing and for processing

($ 721.90 paragraphs (a)(2) and (b)(2)),
allowing them to be specified
separately. In cases where each should
be a significant new use, both will be
specified.

Section 721.91 provides a formula to
be used in projecting environmental
concentrations under $721.90 (a)(4),
(bl(4), and (cl(4). A commenter noted
that the formula established in s 721.91
for calculating estimated surface water
concentrations is difficult to use. EPA
reviewed the formula but has been
unable to devise a simpler calculation
that would be suitable for general use.
EPA will consider alternative
mechanisms for calculation on a case-
by-case basis. and may employ them if
it determines that they are similar and
will lead to a reliable projection of
environmental concentration.

B. Subpart C: Recordkeepi:lg aiid Olher
Requirements

Subpart C establishes recordkeep]ng
requirements which apply to
manufacturers, importers. and
processors of SNUR substances. The
specific records which are required
depend upon the activities which have
been designated as significant new uses.
EPA will specify the appropriate
recordkeeping requirements in Subpart
E at the time it issues the SNUR for o
particular substance. Such records must
be maintained for 5 years from the date
of their creation.

Several co, cmeutcrs voiced cmwei I*F
th:it they will be rec]uired to keep
separate records to document
compliance with SNURS when records
kept under other regulatory programs
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should suffice to demonstrate A intends that normal btfsiness records compliance in one case may not be
compliance. In general, EPA has sought will usually suffice. In a few cases, the sufficient in another.
to frame record! weping requirements in
flexible, performance- orienteci terms.

generation of additional records will be Table I illustrates EPA’s approach to
required. It is the responsibility of the

Rather than specify the particular types
recordlceeping by providing examples of

manufacturer, importer, or processor to
of records that must be kept, the rule

the records that might document
assess the adequacy of existing records,

lists the general types of information add to them if necossaw, and maintain
compliance with different SNUR

requirec; to document ~on]pliii~~e with thcm ~n a form accessible to EPA for the
reqiiirements. These examples tire

SNUR requirements. Thus, required length of time.
iniended merely to be illustrative. In

manuf;lctureirs, importers, and EPA expects firms subject to SNUR many cases. the examples listed in the

processors will have discretion to requirements to exercise reasonable following Table 1 would be sufficient to

determine which specific records must judgment in determining the steps document SNUR compliance; in other

be retained. The records required to be necessary to document compliance with cases more.or fewer records might be

maintained under this section often will SNUR requirements. Records that em necessary.

be normal business records, and EPA sufficient to document SNUR

TABLE I—ADMINISTRATIVEEXAMPLESOF RECORDS COMPLYINGWITH $721.125

Sgcificant New Use Requirement Exampfea

Disposal MSfhC&

.

Records demonstrating establishment and implemen- Certificates of desfructiin from dmpoaal facilii.
tation of procedures that ensure compliance with Bilk of lading.
any dkposal Iimita!iorrsrefererwad in $721.85. Manifests.

—— Waste treatment systems irwenforiea.________ —— ..-. —.-

Usam non-endoaad pr~. Recurda decurnentmg compliance with any appl&bk
Any marinara rzefhd of manufacture or processing industrial, cormnarc+al, and consumer use fjmifa~~

+ non+@M@ processes asaociakad wtth any referenced in $721,80.
use.

Use beyond the arfe of manufacture.
Any manner or method of manufacture (excfurhrg

~Poft) wifhm the UmtsdStates.
Use other than as an intermadate.
Use as an intermadmte where the rmncentratron of

the intermediate substance m the product rntended
for dsfnbubon m commerce exceeds X par-t.

Non-industnal use.
Commerctsl use.
Use in a ccmaurnarproduct.

aatch Stipa.
Preceae &a@dons

Gharnicei -tery/pktnt &rverrtory.
Storage and podudion records.

Use other than es site-limited intermedkrfe..— —.

USS kl the fOMl 0{ a powder.

— ——. --—

Records
Any manner or method of manufacture or processing

~ mptiam with anY SPpfkebk Procaea deamipfion.
industrial, commercial, and cwaumar use fimifatfon

m the form of a powder associated wfh a~ IJSS(of referenced rn ~ 721.80.
other form).

Use involving appfkatiorr methods that generate
J@2ra, mtsta, of aarosofs.

L’: ? invofving application methcda that generate
dusts.

Hazard Communicatii Employea Trairrmg.

—.-

Records documenbng esfabfishrnent and irnplementa- Written hazard communication program.
tin of a ~ogram for ern@yea inforrnsf@rr end Attendance sheets from training aaaaions.
t?aimngreferenced in 9721.72. CQfnaa of written materiak dlstrfbutad et training e&W-

akens.
Copies of labels.
COpws of Maoss.

Hazard ~tion fabafmg.

.—.. ———

Records documenting the names and addresses of Bills of sale.
all porsone to whom the substance la sod w Copies of labels.
trensfwed, tks date of ea~ SSIS w tranaf~, and
the qusnfrfy of the substance sold w fransfarrad on
such date.

Copws of Iabek used.

Manufacture, import, or prCXXSSmgwif~ estetrfish- ReOXdS ~nting aafabflshmanf and ~pISIIIWI~ Written hazard corrrrnurricefionprogram.
mg a ~ogram whereby parsons who may be der- tron of a program for the use of personal protective For gloves-Specificationa supphacfby the menutao-
mally exposed to the substance are raqurrad to equipment referenced in $721 .63(a).
wear protactwa cIofhii, impwdoM

turer of gfov% results of tests dona on gbaa..
gfovea, and Records docwmarrfrng determinations

goggles.
under Attendance sheets from training sesaIona.

$ 72f .63(a)(3) that protective gfovaa are irnpawious
to the substance.— .—-— — .- -- ——— .

Manufacture, import, or processing without eatabfisl% Records documantmg estabfiihment and implements- Written hazard

.——- .

mmmunkation program.
irrgafxogrsm wharabyperaona whomeybeex- fron of a program for tfra use of pamonal protective Process descdpfiona.
posed to the substance m the form of an aerosol equpmant refafenced in ~ 721.83(a). Records of fit tests.
or mist are required to wear respirators. — Attendance sheets from trahirrg sessions.

Annual prodwtion vofume greater than X.

—. .

Reccwds docunwnting the manufacture and W@orta- Production records.
bon volume of the swbatance. Import records.

——— .
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TABLE l—ADMINISTRATIVE EXAMPLES OF RECORDS COMPLYING WITH $721. 125—Continued

Significant New Uaa Rarrukamant Exam~las

Water Release Limitafhs. Records demonstrating establiimant and impleman- Process description diagram (as described in
tation of procedures that ensure compliance with ~721.91).
any water discherge limitations referenced in Equation computation and papenvork supporting
5721.90. equation results.

C. Subpart D: Expedited Process for
Issuing SNURS for New Chemical
Substances; Limitation and Revocation
of New Chemical Substance SNURS

Subpart D establishes at $ S 721.160,
721,170, and 721.185 expedited
procedures for promulgation of,”and for
modifying or revoking, SNURS for new
chemical substances.

1. SNUR requirements for new
chemical substances regulated under
section 5(e) orders. Section 721.180
establishes expedited procedures for
issuing SNURS for new substances that
are subject to TSCA section 5(e) orders.
The SNUR issued for each substance
will be based on and be consistent with
the provisions included in the section
5(e) order governing use of the
substance. EPA may also designate
additional uses as significant new uses
for such substances under the
rulemaking procedures and criteria of
3721.170.

i. Substances subject to section 5{e)
arders issued before the effective date
of this rule. EPA requested comment in
the 1987 proposal on whether ~ 722.160
(now ~ 721.180) should be applied to
substances subject to section 5(e) orders
negotiated prior to the effective date of
this rule. All commenters addressing
this issue requested that EPA modify the
rule to do so. EPA has modified
$ 7zI.180 so that it can be applied to
substances subject to section 5(e) orders
issued prior to the effective date of this
rule. If the notice of commencement of
manufacture for the substance was
received prior to the effective date Gf
this rule, the direct final, interim final, or
proposed SNUR will be issued within 1
year of the effective date of this rule. If
the notice of commencement of
manufacture is received after the
effective date of this rule, the direct
final, interim final, or proposed SNUR
will be issued within 180 days of receipt
of the notice. If EPA receives adverse or
critical comments on a proposed SNUR,
publication of the final rule maybe
delayed.

ii, .kroi~-issua~ce of ~N[JEs Jror

substances made subject to section 5(e)
orders. EPA will generally issue SNrURs
for substances made subject to section
5(e) orders. However, in cases where
EPA believes that there is little

likelihood that there will be
manufacturers or processors other than
the PMN submitter, or for other reasons
believes that a SNUR for the substance
is inappropriate, EPA may decide not to
issue a SNUR for a substance subject to
a section 5(e] order. In such cases EPA
will issue a notice in !he Federal
Register explaining its reasons for not
issuing a SNUR. EPA expects that such
cases will be rare.

2. SNUR requirements for new
chemical substances not regulated
under a section 5(e) order. Section
721.170 establishes expedited
procedures for issuing SNURS to
regulate activities not covered in a
section 5(e) order. Additionally, it
establishes criteria for choosing which
substances will be regulated (“concern
criteria”), and limits the uses for which
SNURS will be written, under the
procedures of the section.

i. Criteria other than concern criteria.
EPA will only designate an activity as a
significant new use under ~ 721.170 if
the activity was not described in the
PMN for the substance, and the activity
also satisfies a concern criterion
established at $ 721.170(b). Such a use
may be made subject to a SNUR under
this section whether or not a section 5(e)
order is written for any other use of the
substance described in the PMN.
Procedures for issuing SNURS under
$721,170 are in $ 721.170(c).

EPA decided that certain designations
in $721.80 are, by their nature, not
appropriate for expedited SNURS issued
under the procedure described in
$721.170. Expedited procedures will be
used to issue SNURS including these
designations only for SNURS based on
section 5(e) orders. These designations
include, for example, designation of uses
other than those described in the PMN
described in $ 721.8(t(j), designation of
cumulative manufacture or import in
excess of specified quantities in the
absence of test data ($ 721.80(r)), and
the failure to use personal protective
equipment (described iir $ 721.63].

Aitbwugh these activities are not
included under the expedited
procedures of $721.170, EPA may at any
time include them’in a SNUR adopted
through separate rulemaking for a
substance not subject to a section 5(e]

order as long as it makes the findings
specified in section 5(a)(2) of TSCA.

ii. Concern criteria: information to be
used in choice of substances. Under
$721.170, SNURS may be issued for new
substances if they meet the concern
criteria established at $ 721.170(b).
These are generally similar criteria to
those used by EPA in determining if a
sect:on 5(e) order should be developed.
The criteria established at ~ 721.170(b]
generally call for development of a
SNUR if the exposures likely to result
from uses not described in the PMN
would have called for the development
of a section 5(e) order if they had been
described in a PMN.

Several commenters expressed the
view that, under the language of the
proposed rule, substances would be
subject to SNURS on the basis of
inadequate evidence. Appropriateness
of EPA use of evidence was discussed at
length in the public meetings held prior
to publication of the proposed rule. A
description of these discussions is in the
public record for this rule. EPA believes
that its criteria for concern are
appropriate. In general, EPA reguhr tes
on the basis of the weight of the
evidence available to it from all sources.

A commenter asked for restraint by
EPA in use of structure activity
relationship analysis (SAR) in assessing
substances, and in framing SNUR
restrictions for substances not subjected
to a section 5(e) order. EPA makes its
decisior.s based on the entire body of
available evidence, and attempts to
assign appropriate weight to each piece
of evidence used. Often SAR is the best
evidence a~railable for new, little-tested
substances. When better evidence is
available, it will be given due
consideration.

Two commenters requested that EPA
convene open scientific meetings prior
to issuance of this final rule to identify
the best scientific basis for applying
S.%R. A commenter, noting that under
the proposed rule rmtice and comment
rulemaking would be curtailed, asked
that EPA convene workshops and public
meetings to receive comments on i!s use
of SAR. In addition, the commenter
asked that EPA annually reconvene t}le
original Toxic Substances Dialogue



Federal Register / Vol. 54, No. 143 / Thursday, July 27, 1989 / Rules and Regulations 31305

Group to assess how well the rule is ‘
working.

EPA is always interested in receiving
comments and responses on its
procedures and policies from regulated
industry and the pub!ic. The change in
this final rule frcm inlmediat~;ly Pffective
that rules to procedures that ~riil allow
fcr public comment on each individual
SNUR as necessary should provide
adequate opportunity for comme~t cn
SAR use, and on the ongoing use of this
rule.

Another commenter suggested that
written .SAR guidelines be released for
public comment. and made a general
request that scientific issues affecting
PMN submitters receive the benefit of
public comment.

EPA does not intend to maintain a
written SAR guidance document. EP.4
use of SAR to assess the possible risk
posed by a substance is based on
professional judgment on a case-by-case
basis. A general discussion of EPA’s
approach to SAR use was presented in
the public discussions prior to the
proposal, and is available in the public
record maintained for this rulemaking.

EPA will hold meetings on its use of
SAR and on other subjects as the need
arises, but does not have plans for
regular meetings at this time, nor does it
foresee using the Dialogue Group as a
formal ongoing advisory group.

3. Procedures for issuing expedited
SNURS. The three procedures which
may be used to issue SNURS under $$
721.160 and 721.170 are: Direct final
rulemaking, immediately effective
interim final rulemaking, and notice and
comment rulernaking. EP.4 will generally
use direct final rulemaking to issue new
substance SNURS, unless it determines
that use of immediately effective interim
final rulemaking or notice and comment
rulemaking is more appropriate. EPA
will use immediately effective interim
final rulemaking in cases where it
believes there may be particularly high
potential hazard from uncontrolled use
of the substance, or a particularly high
likelihood that scmeone would engage
in a significant new use between the
time EPA announces its intention to
issue a SNUR and the time the SNUR
would take effect, When EPA
determines that it is necessary to issue
an immediately effective interim final
SNUR, it wiil make the necessary
findings and explain its reasons in the
rule.

EPA will use notice and comment
rulemaking to establish a SNUR when it
believes there is a very high likelihood
of public interest in commenting on the
rule.

i. Direct fihal riiiemaking. Under the
direct final rulemaking process, EPA will

issue a document in thd final rule
section of the Federal Register which
contains the final SNUR. The Federal
Register document will state that, unless
written notice is received by EPA within
30 days of publication that someone
wist,e? to submit adverse or critical
co!n,men is, the SNUR will be e~fec:ive 60
daj?s from when the notice is published.
If notice is received within 30 days that
someone wishes to submit adverse or
critical comments, EPA will withdraw
the direct final rule by publishing a
nctice in the final rule section of the
Federal Register, and EPA will propose
a rule in the proposed rule section of the
Federal Register. The proposed rule will
establish a 30-day comment period. EPA
then will consider any commerits
received and decide either to issue a
final rule promulgating the !NQUR or
withdraw the proposal.

In implementing the provisions of
Subpart D, EPA intends as much as
possible to include more than one SNUR
in a single Federal Register document to
provide administrative efficiencies and
save publication costs. With respect to
direct final rulemaking procedures,
when EPA publishes a number of
SNURS in a single Federal Register
doc~ment as direct final SNURS, the
person notifying EPA of intent to submit
adverse or critical comments will be
asked to indicate to which SNUR the
comments will apply. EPA would then
publish a notice in the final rule section
of the Federal Register withdrawing
only that specific direct final SNUR and
publish a separate proposal for that
specific SNUR. However, EPA would
not withdraw the direct final SNURS
which are unaffected by the person’s
wish to submit adverse or critical
comments.

ii, Immediately effective interint j?nal
ruIes. When using the interim final
rulemaking procedure, EPA will issue a
notice of interim final rulemaking. The
rule wiil be effective on the day of
publication; however, EPA will accept
comments for 30 days following
publication. The SNUR will cease to be
in effect 180 days after publication
unless in the intervening time EPA has
issued a final rule addressing any
comments received during the 30-day
comment period.

iii. Notice and comment rulemaking.
When EPA uses notice and comment
rulemaking, EPA will first issue a
proposed rule in the Federal Register
stating that a SNUR will be developed
for the substance, explaining the basis
for the SNUR, listing the uses it
proposes to designate as significant new
uses, and soliciting public comment.
After consideration of any comment on
the proposed SNUR, EPA will issue a

final rule adding the substance to
Subpart E and identifying the significant
new uses and recordkeeping
requirements to which the substance is
subject.

The proposed version of this Subpart
II cal!ed for EPA to promdgate
immediately eifective final SNURs.
Several commenters indicated that they
did not believe that the proposed
process would have given an adequate
opportunity for public comment on the
terms of !XNURS before they went into
effect. EPA has modified the rule to
provide for opportunity for public
comment in rulemaking for all SNURS.
Additionally, EPA has substantially
changed its internal review process to
reduce the time it takes to propose and
promulgate most SNURS under this
subpart. This expedited internal review
procedure will provide for the speedy
protection of the public and equal
treatment of PMN submitters and new
users as contemplated in the April 29,
1987 proposal, but will allow public
comments to be reviewed before the
SNUR is promulgated as a final rule.

4. Pracedu~s to modify or revoke
SNURS for new substances. Section
721.185 establishes procedures to modify
or revoke SNURS issued under this
Subpart D, and informs the public of
criteria EPA will consider in determining
whether to do so. EPA may at any time
modify the activities designated as
significant new uses of a substance, or it
may entirely revoke any specific
significant new use notification
requirement. EPA will consider
modifying or revoking a SNUR issued
under the expedited procedures of
Subpart D, if other considerations do not
justify retaining the SNUR unchanged,
when it finds that one of the criteria at
$ 721.185(a) is met.

The procedures established under
$721.185 to petition EPA to modify or
revoke SNURS are similar to those in
TSCA section 21. Section 21 does not
apply to SNURS.

Decisions to revoke or limit SNUR
requirements may be made either at
EPA’s initiative or in response to a
request by interested persons. Section
721.185 (c] provides that EPA will
respond by certified letter to a request
for modification or revocation of a
SNUR and, if EPA denies the request,
will explain EPA’s reasons for
concluding that the SINUR requirements
should remain in effect. Rules revoking
or limiting SNURS under $721.185 will
be issued under notice and comment
rulemaking procedures. Section 721.185
will help ensure that well-founded
concerns about the validity of SNUR
requirements are acted on expeditiously,
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and that the public understands the
procedure for modifying or Iimiting
those requirements.

D. Rsmoval of Proposed Information
Requirements Under TSCA Sections
8(a) and (d)

In the proposed rule, IWA included
procedures for automatically requiring
reporting for certain new substances
under TSCA section 8(a) at 40 CFR Part
704 and section fj{d) at 40 CFR Part 718.
A commenter suggested that EPA
carefully consider the conditions under
which section 8(a) reporting on a
substance that has been the subject of a
SNUR is appropriate. EPA has
considered the need to issue these
information coUection rules in an
expedited manner, and has decided not
to do so. When section 8(a~ and (d) rules
are ~ppropriate for new substances,
EPA will issue them on a cases-by-case
basis.

IV. Economic Analysis

EPA has evaluated the patential cos [s
and benefits crf establishing significant
new use requirements for manufacture.
imporb and processing of new chemical
substances under the procedures
established in this rulEz BPXS cornple te
analysis is available in the public record
for this ruie (OPTS-505WB). The
analysis is summarized in the preamble
to the proposed rule. The costs and
benefits of this find rule do rmt vary
significantly from those described in the
proposal.

V. Rulemaking Record

EPA has established a record for this
rulemaking [docket control number
OPTS-50553B~ The record includes
basic information considered by EPA in
developing this rule. The record includes
the foflowing

1. ‘Fhe proposed rules.
Z. Commen& received on the

proposals leading to this rule.
3. Summaries of public meetings held

to discuss the proposed rule%
4. The economic analysis of the rule.
5. Comment response document.
6. This final rule.

This record is available to the public in
the TSCA Public Docket Office from 8
a.m. to 4 p.m., Monday through Friday,
excluding legal holidays. The TSCA
Public Docket Office is located in Rm.
NE-Go04, 401 M St., SW., Washington,
DC.

W. Regulatory Asses~ment
Requirements

A. Executive Order 12291

Under Executive Order 12291, EPA
must judge whether a rule is “major”

.
and, therefore, requires a Regulatory
Impact Analysis. EPA has determined
that this rrde is not a “major ru!e”
because it will not have an effect on the
economy of $100 million or more, and it
will not have a siOmificant effect on
competition, costs, or prices. EPA has
determined this rr-de to be “significant:.”
because it will represent a significant
change in the New Chemical Follow-up
Program under TSCA.

This rule was submitted to the Office
of Management and Budget (OMB) for
review as required by Executive Order
12291.

B. Regulatory Flexibility Act

Under the Regulatory Flexibility Act, 5
U.S.C. 605(b], EPA has determined that
this rule will not have a significant
impact on a substantial number of smal[
businesses. EPA cannot determine
whether parties affected. by this rule are
like~y to be small businesses. However,
EPA believes that the number of small
businesses affected by this rule will not
be substantial even if aU the comp:mies
affected by this rule are small
coinpanies. EPA does not expect to
regulate a large number of substances
annually under this rule.

C. Poperwork Reduction Ad

The information collection
requirements in this rule have been
approved by OMB under the provisions
of the Paperwork Reduction Act. 44
U.S.C. 3501 et seq. and have been
assigned 0.M13 control number 2070-
0012.

Public reporting burden for this
collection of information is estimated to
average X2-2 hours per response for
Subpart B, and to average 25.3 hours per
response for Subpart c including time
for reviewing instructions, searching
existing data sources, gathering and
maintaining ‘&e data needed, and
completing and reviewing the collection
of information.

Send comments regarding the t)urden
estimate or any oiher aspect of this
collection of information, including
suggestions for reducing this burden, to
Chief, Information Policy Branch, PM-
223, U.S. Environmental Protection
Agency, 401 M St., SW., Washington, DC
20460 and to the Office of Information
and Regr.datory Affairs, Office of
Management and Bucfget, Washington,
DC 20503 marked “Attention: Desk
Officer fur EPA.”

!&t Df Subjects in M CFX Part 721

Chemicals, Confidential busirrcss
information, Environmentirl protection,
Hazardous substances, Health and
safety, Imports, Recordkeeping and

reporting requirements, Significant new
uses.

Dated: July 14, 1989

F. Henry Ifabicht,
Act;ngAdmmlstrutor.

PART 721—SIGNIFICANT NEW USES
OF CHEMiCAL, SUBSTANCES

Therefore, 40 CFR Chap!er I is
acrended as follows:

1. By revising the authority citation for
Part 721 to read as follows:

Authority: 15 U.S.C. 2604,2507, and 2625(c)

2. [n $721.3 by alphabetically adding
th~ following definitions:

$721.3 Definitions.
.,, *.

“Acutely toxic effects” A chemical
substance produces acutely toxic effects
if it kills within a short time period
(usually 14 days~

(1} At least 50 percent of the exposed
mammalian test animals following orat
administration of a single dose of the
test substance at zs milligrams or less
per kilogram of body weight fLD,o).

(2) At least 50 percent of the exposed
mammalian test animzrts following
derma! administration of a single dose
of the test substance at 50 milligrams or
less per kilogram of body weight (LD50J.

(3) At least 50 percent of the ~xposed
mammalian test animals following
administration of the test substance for
8 hours or Iess by continuous inhalation
at a steady concentration in air at 0.5
milligrams or !ess per liter of air (LC,O).
.***

“Chemical name”’ means the scientific
designation of a chemical substance in
a ccordarme with the nomenclature
system developed by the International
Union of Pure and Applied Chemistry or
the Chemical Abs&acts Service’s rules
of nomenclature, or a name which will
clearly ident~.~ a chemicai substance for
the purpose of condricting a hazard
evaluation.

“Chemical protective clothing” means
items of clothing that provide a
protective barrier to prevent dermat
contact with chemical substances of
concern. Examples can include, but are
not limited to: full body protective
clothing, boots, coveralls, gloves,
jackets, and pants.

“Commercial use” means the use of a
chemical substance or any mixrure
containing the chemical subs far,ce in a
ccmmerciaf enterprise providing
saleable goods or a service to
consumers (e.g., a commercial dry
cleaning establishment or painting
contractor).

I

,

I
I
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‘°Common name” means any

designation or identification such as
code name, code number, trade name,
brand name, or generic chemical name
used to identify a cbernical substance
other than by its chemical name.

“’Ccn,sumer”’ means a plivate
individwd who US.?S a Cher,ical

substance or any product containing the
chemical substsnce in or around a

Permanent or temporary household or
residence, during recreation, or for any
personal use or enjoyment.

“Consumer product” means a
chemical substance that is directly, or as
part of a mixture, sold or made available
to consumers for their use in or around a
permanent m temporary household or
residence, in or around a school, or in
recreation.
**** ●

“Director of the Office of Toxic
Substances” means the Director of the
EPA Office of Toxic Substances or any
EPA e,mployee delegated by the Office
Director to carry out the Office
Director’s functions under this part.

“Employer” means any manufacturer,
importer, processor, or user of chemical
substances or mixtures.

“Environmentally transformed’ A
chemical substance is “environmentally
transformed” when its chemical
structure changes as a result of the
action of environmental processes on it.

“Identity” means any chemicaI or
common name used to identify a
chemical substance or a mixture
containing that substance.

“Immediate use” A chemical

substance is for the “immediate use” of
a person if it is under the control of, and
used only by, the person who
transferred it from a labeled container
and will only be used by that person
within t!le work shift in which it is
transferred from the labeled container.

“Impervious” Chemical protective
clothing is ‘impervious” to a chemical
substance if the substance causes no
chemical or mechanical degradation,
permeation, or penetration of the
chemical protective clothing under the
conditions of. and the duration of,
exposure.
*,** *

“Manufacturing stream” means all
reasonably anticipated transfer, flow, or
disposal of a chemical substance,
regardless of physical state or
concentration, through all intended
operations of manufacture, including the
cleaning of equipment.
● **. ●

“MSDS” means material safety data
sheet, the written listing of data for the

chemical substance as required under
$ 721.72(C).
● *** *

“’NiOSH” means the National Institute
for Occupational Safety and Health of
the U.S. Depar!men! of Ilealth and
Human Service::.
***. *

“Non-enclosed process” means any
equipment systerc [such as an open-top
reactor, storage tank, or mixing vessel]
in which a chemical substance is
manufactured, processed, or otherwise
used where significant direct contact of
the bulk chemical substance and the
workplace air may occur.

“Non-industrial use” means use other
than at a facility where chemical
substances or mixtures are
manufaciureci, imported. or processed.

“Personal protective equipment”
means any chemical protective c~othing
or device placed on the body to prevent
contzct with, and exposure to, all
identified chemical substance or
substances in the work area. Examples
include, but are not limited to, chemical
protective clothing, aprons, hoods,
chemical goggles, face splash shields, or
equivalent eye protection, and various
types of respirators. Barrier creams are
not included in this definition.
**** *

“Process stream” means all
reasonably anticipated transfer, flow, or
disposal of a chemical substance,
regardless of physical state or
concentration, through ail intended
operations of processing, including the
cleaning of equipment<
● **X *

“Serious acute effects” means human
injury or human disease processes that
have a short latency period for
development, result from short-term
exposure to a chemical substance, or are
a combination of these factors and
which are likely to result in death or
severe or prolonged incapacitation.

“Serious chronic effects” means
human injury or human disease
processes that have a long latency
period for development, result from
long-term exposure to a chemical
substance, or are a combination of these
factors and which are likely to result in
death or severe or prolonged
incapacitation.

“Short-term test indicative of
carcinogenic potential” means either
any limited bioassay that measures
tumor or preneopiastic induction, or any
test indicative of interaction of a
chemical substance with DNA (i.e.,
positive response in assays for gene
mutation, chromosomal aberrations,
DNA damage and repair, or cel!ular
transformation).

“Short-term test indicati..e of the
potuntial to cause a developmentaIl:y
toxic effect” means either any in vivo
preliminary development toxicity screen
conducted in a mammalian species, or
any in I’it.w deve~opmental toxicity
screen, inc!uding any test system other
than the intzct pregnant mammai, that
has been extensively evaluated and
judged reliable for its ability to predict
the potential to cause developmentally
toxic effects in intact systems across a
broad range of chemicals or within a
claw of chemicals that includes the
substance of concern.

“Significant adverse environmental
effects” means injury to the environment
by a chemical substance which reduces
or adversely affects the productivity y,
utility, value, or function of biological,
commercial, or agricultural resources, or
which may adversely affect a threatened
or endangered species. A substance will
be considered to have the potential for
significant edverse environmental
effects if it has one of the following:

(1) An acute aquatic ECW of 1 mg/L or
less.

(2) An acute aquatic EC~ of 20 mg/L
or less where the ratio of aquatic
vertebrate ~-hour to 48-hour ECW is
greater than or equal to 2.o.

(3) A Maximum Acceptable Toxicant
Concentration (MATC) of less than or
equal to 100 parts per billion (100 ppb).

(4] An acute aquatic ECSOof 20 mg/L
or less coupled with either a measured
bioconcentration factor (BCF) equal to
or greater than 1,000x or in the absence
of bioconcentration data a log P value
equal to or greater than 4.3.
● +** *

“Use stream” means all reasonably
anticipated transfer, flow, or disposal of
a chemical substance, regardless of
physical state or concentration, through
all intended operations of industrial,
commercial, or consumer use.
*****

“Work area” means a room or defined
space in a workplace where a chemical
substance is manufactured, processed,
or used and where employees are
present.

“Workplace” means an establishment
at one geographic location containing
one or more work areas.

3. By adding a new Subpart B to Part
721 to read as follows:

Subpart B-Certain Significant New Uses

sec.
721.50 Applicability.
721.63 Protection in the workplace.
721.72 }{azard communication program.
721.80 Industrial, commercial, and consumer

activities.
721.85 Disposal.
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S?c
721.9ii Release to water.
721.91 Computation of estimated surface

water concentrations; instructions.

Subpart B-Certain Significant New
Uses

~ 721.50 Applicability.
This Subpart B identifies certain

significant new uses of ~hemica}
substances identifieri in Subpart E of
this part. The provisions of this Subpart
B apply only when referenced as
applying to a chemical substance
identified in Subpart E of this part.

~ 721.63 Protectkm if?the workplace.

(a) Whenever a substance is identified
iir Subpart E of this part as being subject
to this sectiom a significant new use of
the substance is any manner or method
of manufacturing, importing, or
processing associated with any use of
the substance without establishing a
program whereby

(1) Each person whrJ is reasonably
likely to be derrnaIly exposed in the
work area to the chemical substance
through direct handling of the substance
or through contact with equipment on
which the substance may exist. ar
because the substance becomes
airborne in the form listed in paragraph
(a)(6) of this section, and cited in
Subpart E of this part for the chemical
substance, is provided with, and is
recp~ired to wear, personal protective
equipment that. provides a barrier to
prevent dermal exposure to the
substance in the specific work area
where it is selected for use. Each such
item of personal protective equipment
must be selected and used in
accordance with 29 CFR ‘i910.132 and
1910.133.

(z) In addition to any other personal
protective equipment selected in
paragraph (a)(l) of this section, the
following items are required:

(i) Gloves.
(ill Fu1l body chemical protective

clothing.
(iii) Chemical gogg!es or equivalent

eye protection.
(iv) Clothing which covers any other

exposed areas of the arms, legs, and
torso. Clothing provided under this
paragraph need not be tested or
evaluated under the requirements of
paragraph (a)[3) of this section.

[3) The employer is able to
demonstrate that each item of chemical
protective clothin~, iaclnding glm’es,
selecied provides w. impervious barrier
to prevent rfermtd exposure during
normal and expected duration and
conditions of exposure within the work
area by any one or a combination of the
following:

(]] Testing the mate~id us~d to make
the chemical protective clothing and the
construction of the clothing to estal!lish
that the protective clotling will be
impervious for the expected ciuration
and conciihons of e~posure. The testing
must subject ihe chemical protecti~’e
clothing to the expected conditions of
exposure, incluchng the likely
combinations of chemical substances to
which the c!othing may be expowd in
the work area.

(ii) Evaluating the specifications from
the manufacturer or supplier of the
chemical protective clothing, or of the
material used in construction of the
clothing, to establish that the chemical
protective clothing will be impervious to
the chemical substance alone and in
likely combination with other chemical
substances in the work area.

(4) Each person who is reasonably
likely to be exposed to the chemical
substance by inhalation in the work
area in one or more of the forms listed in
paragraph (a)(6] of this section and cited
in Subpart E of this part for the chemical
substance, is provided with, and is
required to wear, at a minimum, a
NIOSH- approved respirator from one of
the categories listed in paragraph (a](5)
of this section, and the respirator is used
in accordance with 29 CFR 1$110,134and
30 CFR Part 11.

(5) The following NIOSH app.mved
respirators meet the minimum
requirements for paragraph (a)(~] of this
section:

(i) Category 19C Type C supplied-air
respirator operated in pressure demand
or other positive pressure mode and
equipped with a fuIl facepiece.

(ii) Category 19C Type C supplied-air
respirator operated in pressure demand
or continuous flow mode and equipped
with a tight-fitting facepiece.

(iii] Category 19C Type C supplied-air
respirator operated in pressure demand
or continuous flow mode and equipped
with a hood or helmet or tight-fitting
facepiece.

(iv) Caiegory 21C air-purifying
respirator equipped with a full facepiece
and high efficiency particulate filters.

(v) Category ZIC powered air-
purifying respirator equipped with a
tight-fitting facepiece and high efficiency
particulate falters.

(vi) Category ZIC powered air-
purifying respirator equipped with a
loose-fitting hood or helmet and high
efficiency particulate filters.

(vii) Category 21C air-purifying
respirator equipped with a high
efficiency particulate filter including
disposable respirators.

(viii] Category 23C air-purifying
respirator equipped with a full facepiece
and combination cartridges approved

for paints, lacquers, and errame!s.
(Approval label may preclude use for
some paints, lacquers. or enamels. )

[iX) Category 23C powered atr-
purifying respirator equipped with a
tight-fitting facepiece and combination
cartridges approved for paints, lacquers,
and enamels- (Approval label may
preclude use for some paints. lacquers,
or enamels. )

(x) Category 23C powered air-
purifying respirator equipped with a
loose-fitting hood or heimet and
combination cartridges approved for
paints, lacquers, and enamels.
(Approval label may preclude use for
some paints, lacquers, or enamels.)

(xi) Category 23C air-purifying
respirator equipped with combination
cartridges approved for paints, lacquers,
and enamels, including disposable
respirators. (Approval label may
preclude use for some paints, Iacquers,
or enamels.)

(xii] Category 23C air-purifying
respirator equipped with a full facepiece
and organic gas/vapor cartridges.

(xiii) Category 23C powered air-
purifying respirator equipped with a
tight-fitting facepiece and organic gas/
vapor cartridges.

(xiv) Category 23C powered air-
purifying respirator equipped with a
loose-fitting hood or helmet and organic
gas fvapor cartridges.

(xv) Category 23C air-purifying
respirator equipped with organic gas/
vapor cartridges, including disposable
respirators:

(6) When cited in Subpart E of this
part for a substance, the following
airborne form(s) of the substance apply
to paragraphs (a)(l) and (4] of this
section:

(i) Dust.
(ii) Mist.
(iii) Fume.
(iv) Smoke.
(v) Vapor.
(vi] Gas.
(b) If a sribsiance’identified in Subpart

E of this part is present in the work area
only as a mixture, an employer is
exempt from the provisions of this
section if the concentration of the
substance in the mixture does not
exceed a concentration set in Subpart E
of this part, The exemption does not
apply if the employer has reason to
believe that during intended use or
processing in the wcrk area, the
subskance in the mixture may be
concentrated above the Ievel set in
Subpart E of this par!.

[c)(l) If at any time after commencing
distribution in commerce of a che,rnical
substance that is identifiecf in Subpart E
of this part as subject to this section, the

I
I

I

I
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person has knowledge that a recipient of
the substance is engaging in ml activity
that is not consistent with the
iinplementation uf a program specified
in paragraph (a) of this section, the
person is considered to have knov.,led~c
that the recipient is ellgagin~ m a
signlfzciir~t new use and is r:{)u,rc(i to
foli~:v tbc procedures in ~ 72i.5[d)
unless the person is ab!e to Jocument
the fo!iowing:

(i) That the person has notlfled the
recipient in writing within 15 working
days of the time the person first h.{s
knowledge that the r-ecip:ent is engaging
in an activity that is not consistent w]th
the implementation of a program
specified in paragraph (a) of this section,
and that the person has knowl~dge of
the failure of implementation,

(ii) That within 15 working days of
no[ifying the recipient that the recipient
is engaging in an activity that is not
consistent with the implementation of a
program specified in paragraph (a) of
this section the person has received
from the recipient, in writing, a
statement of assurance that the recip]ent
has established the program required
under paragraph (a) of this section, and
will take appropriate measmes to avoid
activities that are inconsistent with
implementation of the program required
under paragraph (a) of this section.

(2) If, after receiving a statement of
assurance from a recipient under
paragraph (c)(l )(ii) of this section, a
manufacturer, importer, or processor has
knowledge that the recipient is eilgaging
in an activity that is not consistent with
the implementatiorr of the program
specified in paragraph (a] of this section,
that person is considered to have
knowledge that the person is engaging in
a significant new use and is required to
fo]]ow the procedures in ~ 721.5(d).

$721.72 Hazard communication program.

Whenever a substance is identified in
Subpart E of this part as being subject to
this section, a significant new use of that
substance is any manner or method of
manufacture, import, or processing
associated with any use of that
substance without establishing a hazard
com.municaiion program as described in
this section.

(a) ifltritterr hazard communiccrtiori
program. Each employer shail develop
and implement a written hazard
communication program for the
substance in each workplace. The
written program will, at a minimum,
describe how the requirements of this
section for labels, MSI)SS, and other
forms of warning material will be
saWied. The employer must make the
written hazard communication program
available, upon request, to ail

employees. contractor employees, and
their designated representatives. The
emp!oyer may rely cm an existing hazard
communication program, including an
existing program esta!~lished under the
Occupational Hea!th and Safety
.Mrniuis!ralion (Q31L%) Hazard
Crjjn,llunjcaiion Skjc:ia?d (29 CFR
IZIOO,IZOJ},t~ compl:~ with this
pii~agraph provided (hat the existin~
!]azard commur.icatirm program satisfies
the requirements of this paragrzph. ‘rhe
written program shall include the
following:

(1) A Iist of each substance identified
in Subpart E of this part as subject to
this section known to be present in the
work area. The list must be maintained
in the work area and must use the
identity provided on the appropriate
MSDS for each substance required
under paragraph (c] of this section. The
list may be compiled for the workplace
or far individual work areas.

(2) The meth~ds the employer will use
to inform employees of the hazards of
non-routine tasks involving the
substance, for example, the cleaning of
reac?rrr vessels, and the hazards
associated with [he substance contained
in unlabeied pipes in their work area.

(3) The methods the employer will use
to inform contractors of the presence of
the substance in the employer’s
workplace and of tfie provisions of this
part applicable to the substance if
emp!oyees of the contractor work in the
emp[oyer’s workplace and are
reascmably likely to be exposed to the
substance while in the employer’s
workplace.

(b) Labeling. (1) Each employer shall
ensure that each container of the
substance in the workplace is labeled in
accordance with this paragraph (b)(l).

(i) The label shaIl, at a minimum,
contain the following information

(A) A statement of health hazard(s)
and precautionary measure(s) for the
substance, if any, identified in Subpart E
of this part or by the employer.

(B) The identity by which the
substance may be commonly
recognized.

(C) A statement of environmental
hazard(s) and precautionary measure(s)
for the substance, if any, identified in
Subpart E of this part or by the
employer.

(D) A statement of exposure and
precautionary measure(s), if any,
identified in Subpart E of this part or by
the employer,

(ii) The employer may use signs,
placards, process sheets, batch tickets,
operating procedures, or other such
written materials in lieu of affixing
labels to individual stationary process
containers, as long as the alternative

method identifies the containers to
wh]ch it is applicable and conveys
mfcrn-,atio~ specified by paragraph
(b)[~)[k) of this section. Any written
materials must be rearf~ly accessible to
the employees ~n their work areas
~hr[,ughout e:{:,]: ,.i.ork shi~t.

(1,1~7’he empio~er need act !ab:>l,
portab!e con:ain&s into which the
substance is transferred from labeled
containers, and which are intended on!y
for the immediate use of tfie employee
who performs the transfer.

(iv) The employer shall not remove or
deface an existing label on incoming
containers of the substance unless the
conta]ner is immediately relabeled with
the information specified in paragraph
(b)[l]{i) of this secfion.

(~] Each er(,ploym sbail ensure that
ea c!] container of the substance leaving
its workplace for distribution in
commerce is labeled in accordance with
this paragraph.

(i) The label shall, at a minimum,
contain the foIiowing information:

(A) The information required under
paragraph (b)(I](i) of this section.

(B) The name and address of the
manuf~cturer or a responsible party
who cm-r provide additional information
on the substance for hazard evaluation
and any appropriate emergency
procedures,

(ii) The label shall not conflict with
the requirements of the Hazardous
Materials Transportation Act (18 U.S.C.
1801 et. seq.) and regulations issued
under that Act by the Department of
Transportation,

(3] The label, or alternative forms of
warning, shall be legible and
prwninently displayed.

(4) The label, or alternative forms of
warning, shall be in English; however,
the information may be repeated in
other languages.

(5) If the label or alternative form of
warning is to be applied to a mixture
containing a substance identified in
Subpart E of this part as subject to this
section in combination with another
substance identified in Subpart E of this
part arid/or a substance defined as a
“hazardous chemical” under the
Occupational Safety and Health
Administratimr (OSHA) Hazard
Communication Standard (29 CFR
KXIO.1200), the employer may prescribe
on t!le label, MSf)S, or alternative form
of warning, the measures to control
worker exposure or environmental
release which the employer determines
provide the greatest degree of
protection. However, should these
control measures differ from the
applicable measures required under
Subpart E of this part, the employer
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must seek a determination of
equivalency for such alternative control
measures pursuant to $721.30 before
prescribing them under this paragraph.

(c) Material safety data sfieets. [1)
Each employer must obtain or develop a
MSDS for the substance.

(2) Each MSDS shall contain, at a
minimum, the following information:

(i) The identity used on the container
label of the substance under this
section, and, if not claimed confidential,
the chemical and common name of the
substance. If the chemical and common
name are claimed confidential, a generic
chemical name must be used.

(ii) Physical and chemical
characteristics of the substance known
to the employer (such as vapor pressure,
flash point).

(iii) The physical hazards of the
substance known to the employer,
including the potential for fire,
explosion, and reactivity.

(iv) The potential human and
environmental hazards as specified in
Subpart E of this part for the substance.

(v) Signs and symptoms of exposure,
and any medical conditions which are
expected to be aggravated by exposure
to the substance known to the employer.

(vi) The primary routes of exposure to
the substance.

[vii) Precautionary measures to
control worker exposure and/or
environmental release identified in
Subpart I? of this part for the subs! ance,
or alternative control measures whk;h
EPA has determined under ~ 721.30
provide substantially the same degree of
protection as the identified control
i=casures.

(viii) Any generally applicable
precautions for safe handling and use of
the substance which are known to the
e,mployer, including appropriate
hygienic practices, protective measures
during repair and maintenance of
contaminated equipment, arid
procedures for response to spills and
lsdcs.

(ix) Any generally applicable control
~,easures which are known to the
employer, such as appropriate
engineering contro!s, work practices, or
p,monal protective equipment.

(x) Emergency first aid procedures
known to the employer.

(xi) The date of preparation of the
I’,lSDS or of its last revision.

(xii] The name, address, and
telephone number of the individual
p:eparing or distributing !kie NfSf3S, or a
responsible pfirty who can provide
ac!ditionai information on {he sl]bstance
for hazard evaluation and any
~ppropriate emergency procedures.

(3) If no relevant inforination is found
or known for any given category on the

MSDS, the employer must mark the
MSDS to indicate that no applicable
information was found.

(4) Where multipie mixtures
containing the substance have similar
compositions (i.e., the chemical
ingredients are essentially the s:ime, but
the specific composition varies from
mixture to mixture) and similar bozards,
the employer may prepare one h!SI)S to
apply to all of these multiple mixtures.

(5) If the employer becomes iiwiire of
any significant nw.v information
regarding the hazards of the substance
or ways to protect against the hazards,
this new information must be added to
the MSDS within 3 months from the time
the employer becomes aware of [he new
information. If the substance is not
currently being manufactured, imported,
processed, or used in the employer’s
workplace, the employer must add the
new information to the MSDS before the
substance is reintroduced into the
workplace.

(6) The employer must ensure that
persons receiving the substance from
the employer are provided an
appropriate MSDS with their initial
shipment and with the first shipment
after an MSDS is revised. The employer
may either provide the MSDS with the
shipped containers or send it to the
person prior to or at the time of
shipment.

(7) The employer must maintain a
copy of the h4SDS in its workplace, and
must ensure that it is readily accessible
during each work shift to employees
when they are in their work areas.

(6) The MSDS maybe kept in any
form, including as operating procedures,
and may be designed to cover groups of
substances in a work area where it may
be more appropriate to address the
potential hazards of a process rather
than individual substances. However, in
all cases, the required information must
be provided for each substance and
must be readiiy accessible during each
work shift to employees w,hen they are
in their work areas.

(~) The M,SDS must be printed in
Rnglish; however, the information may
be repeated in other languages.

(d) Employee information and
training. Each employer must ensure
that employees are provided with
information and training on the
substance identified in Subpart E of this
part. This information and training must
be provided at the time of each
employee’s initial ass~griment to a work
area contaimng tile substance and
whenever the substance slibject to this
section is introduced into the employee’s
work area for the first time.

(1] Information prcwided to employees
under this paragraph shall include:

(i) The requirements of this section.
(ii) Any operations in the work area

where the substance is present.
(iii) The location and availability o!’

the written hazard communication
program required under paragraph (a) of
this section, including the list of
substances identified in Subpart E of
this part as subject to this section, and
MSDSS required by paragraph (c) of this
section.

(2) Training provided to emp!oyees
sh~ll include:

(i) Methods and observations that
may be used to detect the presence or
release of the substance in or from an
employee’s work area (such as
monitoring conducted by the employer,
continuous monitoring devices, visual
appearance, or odor of the substance
when being released).

(ii) The potential human health and
environmental hazards of the substance
as specified in Subpart E of this part.

(iii] The measures employees can take
to protect themselves and the
environment from the substance,
including specific procedures the
employer has implemented to protect
employees and the environment from
exposure to the substance, including
appropriate work practices, emergency
procedures, personal protective
equipment, engineering controls, and
other measures to control worker
exposure and/or environmental release
required under Subpart E of the part, or
alternative control measures which EPA
has determined under $721.30 provide
substantially the same degree of
protection as the specified control
measures.

(iv) The requirements of the hazard
communication program developed by
the employer under this section,
including an explanation of the labeling
system and the MSDS required by this
section and guidance on obtaining and
using appropriate hazard information.

(e) l,ow concentrations in n7ixtr7res.If
a substance identified in Subpart E of
this part is present in the work area only
as a mixture, an employer is exempt
from the provisions of this section if the
concentration of the substance in the
mixture does not exceed a concentration
set in Subpart E of this part. The
exemption does not apply if the
employer has reason to believe that
during intended use or processing in the
work area, the substance in the mixture
may be concentrated above the Ievei set
in Subpart E of this part.

(f) Existing hazard conm]u:?ication
pro:~rom. The employer need not take
additional aciions if existing programs
and procedures satisfy the requircmenis
cf this section.

I
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M Human health, environmental’
hazard, exposure, and prec~[]tt’onary
statements. W-henever referenced in
Subpart E of this part fcr a substance,
the following human health and
environmental hazard, exposure, and
Frecautionmy statements shall appear
on each label as specified in paragraph
(b] of this section and the MSDS as
specified in paragraph (c) of this section,
Additional statements may be included
as long as they are true and do not alter
the meaning of the required statements,

(I) Human health hazard statements:
This substance may cause:

(i) Skin irritation,
[ii) Respiratory complications.
(iii) Central nervous system effects.
(iv) Internal organ effects.
(v) Birth defects,
(vi) Reproductive effects.
(vii) Cancer.
(viii) Immune system effects.
(ix) Developmental effects.
(z) Human health hazard

precautionary stateinents: When using
this substance:

(i) Avoid skin contact.
(ii) Avoid breathing substance.
(iii) Avoid inges!ian.
(iv) Use respiratory protection,
(v) Use skin protection.
(3) Environmental hazard statements:

This substance may be:
(i) Toxic to fish.
(ii] Toxic to aquatic organisms,
(4) Environmental hazard

precautionary statements: Nlotice to
users:

(i) Disposal restrictions apply.
(ii) Spill clean-up restrictions apply.
(iii) Do not release to water,
(5) Each human health or

environmental hazard precautionary
statement identified in Subpart E of this
part for the label on the substance
container must be followed by the
statement, “See MSDS for details.”

$721.80 Industrial, commercial, and
consumer activities.

Whenever a substance is identified in
Subpart E of this part as being subject to
this section, a significant new use of the
substance is:

(a) Use in non-enclosed processes.
(b) Any manner or method of

manufacture in non-enclosed processes
associated with any use.

(c) Any manner or method of
processing in non-enclosed processes
associated with any use.

(d) Use beyond the site of
manufacture or import.

(e) Processing beyond the site of
manufacture or import.

(f) Any manner or method of
manufacture (excluding import) of the
substance associated with any use.

(g) Use other than as an intermediate.
(h] Use other than as a site-limited

intermediate.
(i) Use as an intermediate whew the

concentration of the intermediate
substance in the product intended for
distribution in commerce exceeds !he
ccmcentration specified ]n Subpgrt E of
t!lis palt for the substance.

(j) Use other than as described in the
premanufacture notice referenced in
Subpart E of this part for the substance.

(k) Use other than allowed by the
section 5(e) consent order referenced in
Subpart E of this part for the substance,

(1) Non-industrial use.
(m) Commercial use.
(n) Non-commercial use.
(o) Use in a consumer product.
(P) Aggregate manufacture and

importation volume for any use greater
than that specified in Subpart E of this
part for the substance.

(q) Aggregate manufacture and
importation volume for any use greater
than that allowed by the section 5(e)
consent order referenced in Subpart E of
this part for the substance.

(r) Aggregate manufacture and
importation volume for any use greater
than that specified in Subpart E of this
part for the substance unless the
manufacturer or importer has submitted
the results of the health or
environmental effects studies identified
in Subpart E of this part Ior the
substance and those studies comply
with the procedures and criteria for
developing and evaluating data
identified in Subpart E of this part for
the substance.

(s) Annual manufacture and
importation volume for any use greater
than that specified in Siibpart E of this
part for the substance.

(t) Annual manufacture and
importation volume for any use greater
than that allowed by the section 5(e)
consent order referenced in Subpart E of
this part for the substance.

(u) Annual manufacture anti
importation volume for any use greater
than that specified in Subpart E of this
part for the substance unless the
manufacturer or importer has submitted
the results of the health or
environmental effects studies identified
in Subpart E of this part for the
substance and those studies comply
with the procedrmes and criteria for
developing and evaluating data
identified in Subpart E of this part for
the substance.

(~] Use in the form of
(I] A powder.
(2) A solid.
(3) A liquid.

(4) A gas.

- (w) Any manner or method of
manufacture of the substance in the
following form associated with any use:

(1) A powder.
(z) A solid.
(3] A liquid.
‘al A :iiS.\ -,

(x) Any manner or method of
processing of the substance in the
following form associated with any use:

(1) A powder.
(2] A solid.
(3] A liquid.
(4) A gas.

(YJ use involving an application
method that generates:

(1) A vapor, mist, or aerosol.
(2) A dust.

$721.85 ~SI.30SSi.

~’htmever a substance is identified in
Subpart E of this part as being subject to
this section, a significant new use of the
substance is any method ofi

(a) Disposal of the process stream
associated with any use of the
substance or with any manner or
method of manufacturing associated
with any use of the substance other than
by the following. This provision does not
supercede any applicable Federal, State,
or local laws and regulations.

(1) Incineration.
[2] Landfill.
(3] Deep well injection.
(b) Disposal of the process stream

associated with any use or with any
manner or method of processing
associated with any use other than by
the following. This provision does not
supercede any applicable Federal, State,
or local laws and regulations.

(1) Incineration.
(2) Landfill.
(3) Deep well injection.
(c) Disposal of the use stream

associated with any use, other thari by
the following. This provision does not
supercede any applicable Federal, State,
or local laws and regulations.

(1) Incineration.
(z) LandfiI1.
(3) Deep well injection.
(d) Disposal of the substance

associated with any use of the
substance, or with any manner or
method of manufacture or processing in
association with any use. This provision
does not supercede any applicable
Federal, State, or local laws and
regulations.

$721.90 Release to water.

W’henever a substance is identified in
Subpart E of this part as being subject to
this section, a significant new use of the
substance is:
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[a) Any predictable or purposeful
release of a manufacturing stream
~ssociated with any use of the
substance, from any site:

(I) Into the waters of the United
States.

[z) Into the waters of the United
States without application of one or
more of the following treatment
technologies as specified in Subpart E of
this part either by the discharger or, in
the case of a release through publicly-
owned treatment works, by a
combination of treatment by the
discharger and the publicly-owned
treatment works:

(i) Chemical precipitation and settling.
(ii) Biological treatment (activated

s!udge or equivalent) plus clarification.
(iii) Steam stripping.
(iv) Resin or activated carbon

adsorption.
(v) Chemical destruction or

conversion.
[vi) primary wastewater treatment.
(3) Into the waters of the United

States without primary wastewater
treatment, and secondary wastewater
treatment as defined in 40 CFR Part 133.

(4) Into the waters of the United
States if the quotient from the following
formula:

number of kilograms/
day/site released

x 1000 = N parts per
billionreceiving stream flow

(million liters/day)

exceeds the level specified in Subpart E
of this part when calculated using the
methods described in ~ 721.91. In lieu of
calculating the above quotient,
monitoring or alternative calculations
way be used to predict the surface water
~Qncentration which wi]l result from the
intended release of the substance, if the
rnonitcring procedures or calculations
have been approved for such purpose by
EFA. EPA will review and act on written
requests to approve monitoring
procedures or alternative calculations
within 90 days after such requests are
received. EPA will inform submitters of
the disposition of such requests in
writing, and will explain the reasons
therefor when they are denied.

(b) Any predictable or purposeful
r~.lease of a process stream containing
the substance associated with any use
cf the substance from any site:

(~j h:!o tlw waters of the Untteci
States.

(z) Into the waters of the United
States without application of one or
more of the following !reatment
tcchno!ogit?s as specified in Subpurt E of

this part either by the discharger or, in
the case of a release through publicly-
owned treatment works, by a
combination of treatment by the
discharger and the publicly-owned
treatment works:

(i) Chemical precipitation and settling.
(ii) Biological treatment (activated

slud~e or equivalent) plus c!arifica:ion.
(iu) Steam stripping.
(iv] Resin or activated carbon

adsorption.
(v] Chemical destruction or

conversion.
(vi) Primary wastewater treatment.
(3] Into the waters of the United

States without primary wastewater
treatment, and secondary wastewater
treatment as defined in 40 CFR Part 133.

(4) Into the waters of the United
States if the quotient from the fullowing
formula:

number of kilograms
day/site released

x 1000 = N parts pef
recewing stream flow bglllon

(mMon ltters/day)

exceeds the level specified in Subpart E
of this part when calculated using the
methods described in $721.91. In lieu of
calculating the above quotient,
monitoring or alternative calculations
may be used to predict the surface water
concentration which will result from the
intended release of the substance, if the
monitoring procedures or calculations
have been approved for such purpose by
EPA. EPA will review and act on written
requests to approve monitoring
procedures or alternative calculations
within 90 days after such requests are
received, EPA will inform submitters of
the disposition of such requests in
writing, and wili explain the reasons
therefor when they are denied.

(c) Any predictable or purposeful
release of a use stream containing the
substance associated wi?h any use of
the substance from any site:

(I) Into the waters of the United
States.

(2] Into the waters of the United
States without application of one or
more of the following treatment
technologies as specified in Subpart E of
this part either by the discharger or, in
the case of a release through publicly-
owned treatment works, by a
cwmtjination of treatment by the
discharger ~ild the pubiiciy-owneri
treatment works:

(i) Chemical precipitation and settling.
(ii) Biological treatment (activated

sludge or equivalent) plus clarification.
(iiij Steam stripping.

(iv) Resin or activated carbon
adsorption.

(v) Chemical destruction or
conversion.

(vi) Primary wastewater treatment.
(3) Into the waters of the United

Stales without primary wastewater
treatment, and secondary wastewater
treatment as defined in 40 CFR Part 133.

(4) Into the waters of the United
States if the quotient from:

number of kl!ograms/
dayls!te released

x 1000 = N parts per

recew,fig stream flow blllorl

(nvlhon hters/day)

exceeds the level specified in Subijart E
of this part, when calculated using the
methods described in $721.91. In lieu of
calculating the above quotient, however,
monitoring or alternative calculations
may be used to predict the surface water
concentration expected to result from
intended release of the substance, if the
monitoring procedures or calculations
have been approved for stich purpose by
EPA. EPA will review and act on written
requests to approve monitoring
procedures or alternative calculations
within 90 days after such requests are
received. EPA will inform submitters of
the disposition of such requests in
writing, and will explain the reasons
there for when they are denied.

!j 721.91 Computation of estimated
surface water concentrations instructions.

These instructions describe the use of
the equation specified in $ 721.90(a)(4)
and (b)(4) to compute estimated surface
water concentrations which will result
from release of a substance identified in
Subpart E of this part. The equation
shall be computed for each site using the
stream flow rate appropriate for the site
acccrding to paragraph (b] of this
section, and the highest number of
kilograms calculated to be released for
that site on a given day according to
paragraph (a) of this section. Two
variables shall be considered in
computing the equation, the number of
kilograms released, and receiving
stream flow.

(a) Number of kilogroms released (I)
To calculate the number of kilograms of
substance to be released from
manufacturing, processing, or use
operations, aS spm,ified in ttw nume!’dtor
of the equation, develop a process
description diagram which describes
each manufacturing, processing, or use
operation involving the substance. The
process description must include the

I



Federal Register / Vol. 54, No. 143 / Thursday, July 27, 1989 / Rules and Regulations 31313

.
major unit operation steps and chemical
conversions. A unit operation is a
functional step in a manufacturing,
processing, or use operation where
substances undergo chemical changes
and/or changes in location, temperature,
jnssure, physical sttiie, cr Si,mikir
characteristics. lnchirie steps in which
the substance is formulated mto
mixtures, suspensions, solutions, etc.

(z) Indicate on each diagram the entry
point of all feedstocks (e.g., reactants,
solvents, and catalysts) used in the
operation. Identify each feedstock and
specify its approximate weight
regardless of whether the process is
continuous or batch.

(3) Identify all release points from
which the substance or wastes
containing the substance will be
released into air, land, or water. Indicate
these release points on the diagram. Do
not include accidental releases or
fugitive emissions.

(4) For releases identified in the
diagram that are destined for water,
estimate the amount of substance that
will be released before the substance
enters control technology. The kilograms
of substance released may be estimated
based on:

(i) The mass balance of the operation,
i.e., totaling inputs and outputs,
including wastes for each part of the
process such that outputs equal inputs.
The amount released to water maybe
the difference between the amount of
the substance in the starting material (or
formed in a reaction) minus the amount
of waste material removed from each
part of the process and not released to
water and the amount of the substance
in the final product.

(ii) Physical properties such as water
volubility where a known volume of
water being discharged is assumed to
contain the substance at concentrations
equal to its volubility in water. This
approach is particularly useful where
the waste stream results from
separation of organic] water phases or
filtration of the substance from an
aqueous stream to be discharged.

(iii) Measurements of flow rates of the
process/use stream and known
concentrations of the substance in the
stream. “

(5] After releases of a substance to
water are estimated for each operation
on a site, total the releases of the
substance to water from all operations
at that site. The value (number of
kilograms) specified in the numerator of
the equation should reflect total
kilograms of substance released to
water per day from all operations at a
single site.

(6) Use the highest expected daily
release of the substance for each site.

(b) Receiving stream flow. (I) The
receiving stream flow shall be expressed
in million liters per day (MLD). The flow
rate data to be used must be for the
point of release on the water body that
first receives release of the substance
whether !Jy dixec[ discharge from a site,
or by indirect discharge through a
Publicly-Owned ‘Ireatment Works
(POTW) for each site. The flow rate
reported shall be the lowest 7-day
average stream flow with a recurrence
interval of 10 years (7-Q- 10). If the 7-Q-
10 flow rate is not available for the
actual point of release, the stream flow
rate should be used from the U.S.
Geological Survey (USGS) gauging
station that is nearest the point of
release that is expected to have a flow
rate less than or equal to the receiving
stream flow at the point of release.

(z) Receiving stream flow data may be
available from the National Pollutant
Discharge Elimination System (NPDES)
permit for the site or the POTW
releasing the substance to surface water,
from the NPDES permit-writing
authority for the site or the POTW, or
from USGS publications, such as the
water-data report series.

[3) If receiving stream flow data are
not available for a stream, either the
value of 10 MLD or the daily flow of
wastewater from the site or the POTW
releasing the substance must be used as
an assumed minimum stream flow.
Similarly, if stream flow data are not
available because the locafion of the
point of release of the substance to
surface water is a lake, estuary, bay, or
ocean, then the flow rate to be used
must be the daily flow of wastewater
from the site or the POTW releasing the
substance to surface water. Wastewater
flow data may be available from the
NPDES permit or NPDES authority for
the site or the POTW releasing the
substance to water.

4. By adding a new Subpart C to Part
721 to read as follows:

Subpart C—Recordkeeping Requirements

Sec.
721.100 Applicability.
721.125 Recordkeepmg requirements.

Subpart C—Recordkeeping
Requirements

$721.100 Applicability.

This Subpart C identifies certain
additional recordkeeping requirements
applicable to manufacturers, importer%
and processors of substances identified
in Subpart E of this part for each
specific substance. The provisions of
this Subpart C apply only when
referenced in Subpart E of this part for a
subsiance and significant new use

identified in that Subpart E. If the
provisions in this Subpart C conflict
with general provisions of Subpart A of
this part, the provisions of this Subpart
C shall apply.

~ 721.125 Recordkeeping requirement%

At the time EPA adds a substance tti
Subpart E of this par;, EPA will specify
appropriate recordkeeping requirements
which correspond to the significant new
use designations for the substance
selected from Subpart B of this part.
Each manufacturer, importer, and
processor of the substance shall
maintain the records fors years from
the date of their creation. In addition to
the records specified in S 721.40, the
records whose maintenance this seciion
requires may include the fo!lowing:

(a) Records documenting the
manufacture and importation volume of
the substance and the corresponding
dates of manufacture and import.

(b) Records documenting volumes of
the substance purchased in the United
States by processors of the substance,
names and addresses of suppliers, and
corresponding dates of purchase.

(c) Records documenting the names
and addresses (including shipment
destination address, if different) of all
persons outside the site of manufacture,
importation, or processing to whom the
manufacturer, importer, or processor
directly sells or transfers the substance,
the date of each sale or transfer, and the
quantity of the substance sold or
transferred on such date.

(d) Records documenting
establishment and implementation of a
program for the use of any applicable
personal protective equipment required
under $721.83.

(e) Records documenting the
determinations required by 5
721.63 (a](3) that chemical protective
clothing is impervious to the substance.

(f) Records documenting
establishment and implementation of
the hazard communication program
required under ~ 721.72.

(g] Copies of labels required under
$ 721.72[b).

(h) Copies of material safety data
sheets required under $ 721.72(c).

(i) Records documenting compliance
with any applicable industrial,
commercial, and consumer use
limitations under ~ 721.80.

(j) Records documenting compliance
with any applicable disposal
requirements under ~ 721.65, including
the method of disposal, location of
disposal sites, dates of disposal, and
volume of the substance disposed.
Where the estimated disposal volume is
not known to or reasonably
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ascertainable by the manufacturer,
importer, or processor, that person must
maintain other records which
demonstrate establishment and
implementation of a program that
ensures compliance with any applicable
disposal requirements.

(k) Records documenting
establishment and implementation of
procedures that ensure compliance with
any applicable water discharge
limitations under ~ 721.90.

5. By adding a new Subpart D to Part
721 to read as follows:

Subpsrt D-Expertited Process for Iasulng
significant New Use Rufes for selected
Chemical Substances and Llmltation or
Revocation of Selected Significant New
Use Rules

Sec
721.100 Notification requirements for new

chemical substances subject to section
5(e) orders.

72L170 Notification requirements for selected
. new chemical substances that have
completed premanufacture raview.

.721.165 Limitation or revocation of certain
notification requirements.

Subpart D-Expedited Process for
issuing Significant New Use Rules for
Selected Chemicsl Substances and
Limitation or Revocation of selected
Significant New Use Rules

$721.160 Notifkstlon requirements for
new chemical substances subject to
section 6(e) ordem

(a) Selection ofsubskmces. (1) In
accordance with the expedited process
specified in this section, EPA will issue
significant new use notification
requirements and other specific
requirements for each new chemical
substance that is the subject of a final
order issued under section 5(e) of the
Act, except for an order that prohibits
manufacture and import of the
substance, unless EPA determines that
significant new use notification
requirements are not needed for the
substance.

(z) If EPA determines Lhat significant
new use notification requirements are
not needed for a substance that is
subject to a final order issued under
section 5(e) of the ACL except for an
order that prohibits manufacture or
import of the substance, EPA will issue
a notice in the Federal Register
explaining why the significant new use
requirements are not needed.

(b) Designation cfrequirernents. (I)

T}Ia significant new use notification and
other specific requireinents wi!i be
based on and be consistent with the
provisions included in the final order
issued for the substance under section
5(e] of the Act. EPA may also designate
additional activities as significant new

uses which will be subject to
notification. Designation of additional
activities as significant new uses will be
done in accordance with the criteria and
procedures under $721.170, or through a
separate rulemaking proceeding.

(2) Significant new use requirements
and other specific requirements
designated under this section will be
listed in Subpart E of this part. For each
substance, Subpart E will identify:

(i) The chemical name.
(ii) The activities designated as

significant new uses.
(iii) Other specific requirements

applicable to the substance, including
recordkeeping requirements or any other
requirements included in the final
section 5(e) order.

(c) Pnmedures for issuing significant
new use rrdes. (I) EPA will issue
significant new use rules under this
section by one of the following three
processes: direct final rulemaking,
interim final rulemaking, or notice and
comment rulemaking. EPA will use the
direct final rulemaking process to issue
significant new use rules unless it
determines that, in a particular case, one
of the other processes is more
appropriate,

(z) Federal Register documents issued
to propose or establish significant new
uses under this section will contain the
following

(i) The chemical identity of the
substance or, if its specific identity is
claimed confidential, an appropriate
generic chemical name and an accession
number assigned by EPA.

(ii) The premanufacture notice
number.

(iii) The CAS number, where available
and not claimed confidential.

(iv) A summary of EPA’s findings
under section 5(e)(l)(A) of the Act for
the final order issued under section 5(e).

(v) Designation of the significant new
uses subject to, or proposed to be
subject to, notification and any other
applicable requirements.

(vi) Any modifications of Subpart A of
this part applicable to the specific
substance and significant new uses.

(vii) If the Federal Register document
establishes a final rule, or notifies the
public that a final rule will not be issued
after public comment has been received,
the document will describe comments
received and EPAs response.

(3) Direct fi~ol ruiemoki]~g (i) When
ETA uses the direct final rulemaking
procedure to Issue a significant new use
rule, it will issue a final rule in the
Federal Register following its decision to
develop a significant new use rule under
this section for a specific new chemical
substance.

(ii) The Federal Register document
will state that, unless written notice is
received by EPA within 30 days of
publication that someone wishes to
submit adverse or critical comments, the
rule will be effective 00 days from the
date of publication. The written notice
of intent to submit adverse or critical
comments should state which SNUR(S)
will be the subject of the adverse or
critical comments, if several SNURS are
established through the direct final rule.
If notice is received within 30 days that
someone wishes to submit adverse or
critical comments, the section(s) of the
direct final rule containing the SNUR(S)
for which a notice of intent to comment
was received will be withdrawn by EPA
issuing a document in the final rwle
section of the Federal Register, and a
proposal will be published in the
proposed rule section of the Federal
Register. The proposal will establish a
30-day comment period.

(iii) If EPA, having considered any
timely comments submitted in response
to the proposal, decides to establish
notification requirements under this
section, EPA will issue a final rule
adding the substance to Subpart E of
this part and designating the significant
new uses subject to notification.

(4) Notice and comment rulemuking.
(i) When EPA uses a notice and
comment procedure to issue a
significant new use rule, EPA will issue
a proposal in the Federal Register
following its decision to develop a
significant new use rule under this
section for a specific new chemical
substance. Persons will be given 30 days
to comment on whether EPA should
establish notification requirements for
the substance under this part.

(ii) If EPA, having considered any
timely comments, decides to establish
notification requirements under this
section, EPA will issue a final rule
adding the substance to Subpart E of
this part and designating the significant
new uses subject to notification.

(5) Interim final rulemaking. (i) When
EPA uses the interim final rulemaking
procedure to issue a significant new use
rule, EPA will issue an interim final rule
in the final rule section of the Federal
Register following its decision to
develop a significant new use rule for a
specific new chemical substance. “rhe
document will state EPA’s reasons for
using tfie interim final rulmn8king
procEdure.

[A) The significant new use rule will
take effect on the date of publication.

(B) Persons will be given 30 days from
the date of publication to submit
comments.
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(ii) Interim final rules issued under
this section shall cease to be in effect
180 days after publication unless, within
the IiIO-day period, EPA issues a final
rule in the Federal Register responding
to any written comments received
during the SO-c!ay commcn! period
specified iri paragraph (cj(5)(i)[B) or this
section nnd promulgating fins!
significant new use notification
requirements and other requirements for
the substance.

(d) ScheduIe for issuing si’n;ficcnt
new use rules. (1) Unless EPA
determines that a significant new use
rule should not be issued under this
section, EPA will issue a proposed rule,
a direct final rule, or an interim final
rule within 180 days of receipt ot a valid
notice of commencement under
$720.102 of this chapter for any
substance for which the notice of
commencement was received on or after
October 10,1989.

(2) Unless EPA determines that a
significant new use rule should not be
issued under this section, EPA will issue
a proposed rule, a direct final rule, or an
interim final rule within I year of
October 10, 1989, for any substance for
which the valid notice of
commencement under $720.102 of this
chapter was received before C)ctober 10.
1989.

(3) If EPA receives adverse or critical
significant comments following
publication of a proposed or interim
final rule, EPA will either withdraw the
rule or issue a final rule addressing the
comments received.

$721.170 Notification requirements for
selected new chemical substances that
have completed premanufacture review.

(a) Selection of substances. In
accordance with the expedited process
specified in this section, EPA may issue
significant new use notification and
recordkeeping requirements for any new
chemical substance for which a
premanufacture notice has been
submitted under Part 720 of this chapter
if EPA determines that activities other
than those described in the
premanufacture notice may result in
significant changes in human exposure
or environmental release levels and/or
that concern exists about ttie
substance’s health or environmental
effects.

(b) Concern criteria. EPA may
determine that concern exists about a
substance’s health or environmental
effects if EPA makes any o~e of the
following findings:

(1)(i) The substance may caase
carcinogenic effects because the
substance:

(A) fias been shoti’n by valid test data
to cause carcinogenic effects in humans
or in at least one species of laboratory
animal.

(B) Has been shown to be a possible
cilrcinogen based on the weight of the
evi+nce in short-term tests ifidicfl!i~re
of the potential to canse carcinogenic
effects.

[C) Is closely analogous, based on
toxicologically relevant similarities in
molecular structure and physical
properties, to another substance that has
been shown by test data to cause
carcinogenic effects in humans or in at
least one species of laboratory animal,
provided that if there is more than one
such analogue, the greatest weight will
be given to the rele~ant data for the
most appropriate analogues.

(D) Is known or can reasonably be
anticipated, based on valid scientific
data or established scientific principles,
to be metabolized in humans or
transformed in the environment to a
substance which may have the potential
to cause carcinogenic effects under the
criteria in paragraphs (b) (l)(i)(A), (B), or
(C) of this section.

(ii) No substance maybe regulated
based on a finding under paragraph
(b](l] of this section unless EPA has also
made the finding under
$ 721.170[c][2)[ii).

(2] The substance has been shown by
valid test data to cause acutely toxic
effects in at least one species of
laboratory animal or is closely
analogous, based on toxicologically
relevant similarities in molecular
structufe and physical properties, to
another substance that has been shown
by valid test data to cause acutely toxic
effects in at least one species of
laboratory animal, provided that if there
is more than one such analogue, the
greatest weight will be given to the
relevant data for the most appropriate
analogues.

(3) The substance may cause serious
chronic effects, serious acute effects, or
developmentally toxic effects under
reasonably anticipated conditions of
exposure because the substance:

(i) Ifas been shown by valid test data
to cause serious chronic effects, serious
acute effects, or developmentally toxic
~ffects in humans or in at least one

species of laboratory animaI at dose
levels that could be of concern under
reasonably anticipated conditions of
exposure.

(ii) Is closely analogous, based on
toxicologically relevant similarities in
molecular structure and physical
properties, to another chemical
sub~til~ce that has been shown by valid
test data to cause serious chronic
effects, serious acute effects, or

developmentally toxic effects in humans
or in at least one species of laboratory
animal at dose levels that could be of
concern under reasonably anticipated
conditions of exposure, provided that if
there is more than one such analogtie,
the greatest weight wi!l be given tc the
relevant data fcr tire most appropriate
tinalogues.

(iii) Is known or can reasonably be
anticipated, based on valid scientific
data or established scientific principles,
to be metabolized in humans or
transformed in the environment to a
substance which may have the potentiaI
to cause serious chronic effects, serious
acute effects, or developmentally toxic
effects under the criteria in paragraph
(b) (s)(i) and (ii) of this section.

(iv) Has been shown to potentially
cause developmentally toxic effects
based on the weight of the evidence in
short-term tests indicative of the
potential to cause developmentally toxic
effects.

(4] The substance may cause
significant adverse environmental
effects under reasonably anticipated
conditions of release because the
substance:

[i) Has been shown by valid test data
to cause significant adverse
environmental effects at dose levels that
could be of concern under reasonably
anticipated conditions of release.

(ii) Is closely analogous, based on
toxicologically relevant similarities in
molecular structure and physical
properties, to another substance that has
been shown by valid test data to cause
significant adverse environmental
effects at dose ievels that could be of
concern under reasonably anticipated
conditions of release, provided that if
there is more than one such analogue,
the greatest weight will be given to the
relevant data for the most appropriate
analogues.

(iii) Has been determined, based on
calculations using the substance’s
physical and chemical properties, to be
potentially able to cause significant
adverse environmental effects at dose
levels that could be of concern under
reasonably anticipated conditions of
release.

(iv) Is known or can reasonably be
anticipated, based on valid scientific
data or established scientific principles,
to be environmentally transformed to a
substance which may have the potential
to cause significant adverse
environmental effects under the criteria
in paragraph (b] (q](i), (ii], and (iii) of
this section.

(5) Concern exists about the health or
environmental effects of one or more
impurities or byproducts of the
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subskmce because the impurity or
b~product meets one or more of the
criteria in paragraph (b) (I] through (4)
of this section end eithrx

(i) The impurity or byproduct is a new
chemical substance and may be pr-wxmt
in concentrations that could cause
adverse health or environmental eifects
under reasonably anticipated conditions
of exposure or release.

(ii) Reasonably anticipated
manufacture, processing, or use
activities involving the substance for
which a premanufacture notice has been
submitted may result in significantly
increased human exposure to or
erwironmental release of the impurity or
byprod~:ct compared to exposure or
release ieveis resulting from existing
activities involving the impurity or
byproduct.

(c] Designation ofrequiremen(s. [1)
When EPA decides to establish
significant new use reporting
requirements under this section, it may
designate as a significant new use one
or more of the industrial, commercial, or
consumer activities specified under
$721.60 (a) through (i), {1)through (o),
and (v) through (y); environmental
release activities specified under
~ 7Z1.85 or $ 721.9(X or subcategories of
these activities. In addition, EPA may
designate specific requirements
described under Subpart C of this part
that are applicable to the substance.

(z) EPA may designate as a significant
new use only those activities that (i) are
different from those described in the
premanufacture notice for the
substance, inc!uding any ~mendments,
deletions, and additions of activities to
the premanufacture notice, and (ii) may
be accompanied by changes in exposure
or release levels that are significant in
relation to the health or environmental
concerns identified under paragraph (b)
of this section.

(d) Procedtires for issuing significant
new use rules. [1] Significant new use
requirements designated under this
section wili be listed in Subpart E of this
part. For each substance, Subpart E of
this part will identify:

(i] The chemical name.
(ii) The activities designated as

significant new uses, which may include
one or more of the activities described
in paragraph (c) of this. section.

(iii) Other specific requirements
applicable to the substance.

(~) when w,l determines that a
substance is a candidate for a
signiflcani new use rule under this
section, it wili notify the person that
submitted the premanufacture notice for
the substance no later than 7 calendar
days before the expiration of the notice
review period under $720.75 of this

chapter. In providing this notice, EPA
will describe [he health or
environments] concerns identified under
paragraph (b) of this section and the
activities under consideration for
designation as significant new uses.
Such notice may be by telephone, but in
this event will be confirmed in writing
no later than 30 days after completion of
the notice review period.

(3) Federal Register documents issued
to propose or establish significant new
uses under this section \*i!i contain the
following:

(i) The chemical identity cf the
substance or, if its specific identity is
claimed confidential, an apmopria!e
generic chemical name and an accession
number assigned by EPA.

(ii) The prwoanufacture notice
number.

(iii) The CAS number, where availabie
and not claimed confidential.

(iv) A summary of the basis for ac!ion
under this section.

(v) Designation of the significant new
uses subject to, or proposed to be
subject to, notification and any other

app~.rcflble requirements.
(w) Any modifications of Subpart A of

this part applicable to the specific
substance and significant new uses.

(vii) If the Federal Register document
establishes a final rule, or notifies the
public that a final rule will not be issued
after public comment has been received,
the document will describe commen!.s
received and EPA’s response.

(4) EPA will issue significant new use
rules under this section by one of the
following three processes: direct final
rulemaking, interim final rulemaking, or
notice and comment rulemaking. EPA
will use the direct final rulemaking
process to issue significant new use
rules unless it determines that, in a
particular case, one of the other
processes is more appropriate.

(i)(A) When EPA uses the direct final
rulemaking procedure to issue a
significant new use rule it wiIl issue a
direct final rule in the final rule section
of the Federal Register following its
decision to develop a significant new
use rule under this section for a specific
new chemical substance.

(B) The Federal Register document
will state that, unless written notice is
received by EPA within 30 days after the
date of publication that someone wishes
to submit adverse or critical comments,
the SNLIR will be effective 60 days from
date of publication. The writtel: notice
of intent to submit adverse or crihcal
comments should state which SNUR(S)
will be the subject of the adverse or
critical comments, if several SNURS are
established through ~he direct final rule.
If notice is received within 30 days after

the d.~te of public,] iicn that someone
\vishes to submit adverse or critical
comments, (he section[s] of the direct
final i-ule contsiniog the SNUR(S) for
which a notice of intent to comment was
received wiil be withdrawn by EPA
issuing a document in the final rule
section of the Federal Registez, and F.PA
will issue a proposed rule in the
proposed rule section of the Federal
Register. ‘i’be proposed rule will
establish + 30-day comment period.

(c) !f EpA, having considered any
timely comments submitted in response
[o the proposal, decides to estab!ish
notification requirements under this
section, EPA will issue a final rule
adding the substance to Subpart E of
this part and designating the significant
new uses subject to notification.

[ii)[Al ‘tiVhrmEPA uses a notice and
comment procedure to issue a
significant new use rule, EPA wiil issue
a proposed rule in the Federal Register
following its decision to develop a
significant new use rule under this
section for a specific new chemical
substance. Persons will be given 30 days
to comment on whether EPA should
establish notification requirements for
the substance under this part.

(B) If EPA, having considered any
timely comments, decides to establish
notification requirements under this
section, EPA will issue a final rule
adding the substance to Subpart E of
this part and designating the significtint
new uses subject to nohfication.

(iii)(A) When EPA uses the interim
final rulernaking procedure to issue a
significant new use rule, EPA will issue
an interim final rule in the final rule
section of the Federal Register following
its decision to develop a significant new
use rule for a specific new chemical
substance. The document will state
EPA’s reasons for using the interim final
rulemaking procedure.

(I) The significant new use rule will
take effect on the date of publication.

(~] Persons will be given 30 days from
the date of publication to submit
comments.

(B) An interim final rule issued under
this section shall cease to be in effect
180 days af[er publication unless, within
the 18t)-day period, EpA issues a final

rule in the Federal Register responding
to any written comments received
during the 30-day comment period
specified in paragraph (d](4) (iiij(A)(2] of
this section and promulgating final

Signi Flcanl new use notifkaticm
requirements and other requirements for
the substance.

(e) Schedule for issuing signij%ont
new use rules. (I) EPA will issue a
proposed rule. an interim final rule, or i]

i
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direct final rule within 270 days of ‘
receipt of the notice of comrnencemcnl
under $ 720.102 of this chapter for any
substance for which the notice or
commencement was received on or after
October 10, 19W.

(2) If EP.A wg{,ives arft,crso 0: critiral

comments within t}{e rics IgiIatsd
comrrwrrt periorf following publi~.i~!ion of
a proposed ruie cr an interim fins! rule,
EPA will either withdraw the rule or
issue a final rule addressing the
comments received.

S 721.185 Limitation or revocation of
certain notification requirements.

(a) Criteria for modification or
revocation. EP.4 may at any time modify
or revoke significant new use
notification requirements for a cfie.mical
substance which has been added to
Subpart E of this part using the
procedures under $721.160 or $721,170.
Such action may be taken uncfer this
section if EPA makes one of the
fallowing determinations, unless other
information shows that the requirements
should be retained:

(I) ‘rest data or other information
obtained by EPA provide a rerrsonatrle
basis for concluding that activities
designated as significant new uses of
the substance will not present an
unreasonable risk of injury to human
health or the environment.

(2) EPA has promulgated a rule under
section 4 or 6 of the Act, or EPA or
another agency has taken action under
another law for the substance that
eliminates the need for significant new
use notification under section 5(a)(2) of
the Act.

(3) EPA has received significant new
use notices for some or all of the

.

activities designated ak significant new
uses of the substance and, af!er
reviewl~,g such TIIJtiCCS, concluded that
there is uo need to rf,quire additional
notice fmrn persons who propose to
engage in ldentirxil or similar activities

(4) EPA ‘ ‘-,.c.Oextirnln~.i IICW
irrforma!]on, or i,as rcexar,ined the test
data cr other informa[lon or analysis
supporting its decision to add the
substance to Subpart E of this part
under $ 721.170 and has concluded that
tile substance does not meet the criteria
~mder s 721.170[b).

(5) For a substance added to Subpart
E of this part under $721.130, EPA has
examined rrew information, or has
reexamined the test data or other
information or analysis supporting its
f:nding under section 5(e)(l) (A)(ii](I] of
the Act, and !Ms concluded that a
rational basis no Imrger exists for the
findings that activities involving the
substance may pieser~t an unreasonable
risk of injury to human health or the
environment required under section
5(e)(l)(A) of the Act.

(6) For a substance added to Subpart
E of this part under $721.160, certain
activities involti,ng the substance have
been designated as significant new uses
pending the completion of testing, and
adequate test data developed in
accordance with applicable procedures
and criteria have been submitted to
EPA.

(b) Procedures for limitation or
re!rocation. Modification m revocation
of significant new use notification
requirements for a substance that has
been added to Subpart E of this part
using the procedures described under
$721.160 or $721,170 may occur either

at EPA’s initiative or in response to a
wrl]ten req:jest.

(1) Any affec{ed person may reqwsi
modification or rwocation of signlfirmnt
new use notification requirements for a
substance that has beeu added ?O
S~.bp:, r! E d this pa~t us!ng the
!Noc edures described in s 721.160 or
$721170 by writing to the Director of
the OffIce of Toxic Substances and
siaiing the basis for such request. All
requests should be sent to the TSCA
Document Processing Center (TS-790),
Room L-1OO,U.S. Environmental
Protection Agency, 401 M S!., SW.,
Washington, DC 20460. AT’rN: Request
to amend significant new use rule. The
request must be accompanied by
information sufficient to support the
request.

[2) The Dir~ctor of the Office of Toxic
Substances will consider the request,
make a determination whether to
initiate ru!emaking to modify the
requirements, and notify the requester of
that determination by certified letter. If
the request is denied, the Ietter will
explain why EPA has concluded that the
significant new use notification
requirements for that substance should
remain in effect.

[3) If EPA concludes that significant
new use notification requirements for a
substance should be limited or revoked,
EPA wili propose the changes in the
Federal Register, briefly describe the
grounds for the action, and provide
interested parties an opportunity to
comment.
[Approved by the Office of Management and
Budget under OMB control number 2070-0012]
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